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Conception 

3. Claim 1, as currently pending in the above-identified patent application, 
calls roughly for a computer readable medium carrying a machine readable database 
identifying: (1) patient eligibility criteria for a clinical trial protocol; and (2) a plurality of 
workflow tasks for the clinical trial protocol. The workflow tasks are to include either (a) 
a post-enrollment instruction to have a specifled test performed on the patient, or (b) a 
post-enrollment instruction to have a specified CRF completed for the patient. 

4. We conceived of such a product well prior to September 10, 1999, and as 
evidence of this I attach, among other things (1) a document dated August 10, 1999 
entitled "FASTTRACK Systems, Inc. Execuctive (sic) Summary" (attached hereto as 
Exhibit A), and (2) screen shots from two non-functional demos in existence as of July 
20, 1999 at the request of FastTrack Systems (attached hereto as Exhibits B-H). 

5. Exhibit A is an Executive Summary prepared by Michael Kahn and others 
at FastTrack Systems. The date of the document is not in the document itself, but the 
name of the document on disk is "FT Executive Smry 8_10_99.doc" Thus the date of this 
document is August 10, 1999, a month prior to September 10, 1999. 

6. Pages 2-3 of Exhibit A recite: 

The heart of FASTTRACK' s technology is the Intelligent Clinical Protocol (ICP). 
The clinical protocol is the foundation of every trial and largely determines the 
time, cost and ultimate success or failure of the trial. All parts of a trial, including 
recruitment, treatment, data requirements, trial management and reporting, fiow 
from detailed specifications contained in the protocol. FASTTRACK believes that 
a system driven by the fundamental protocol provides the best solution for 
improving the trial process. 

The ICP begins with a protocol authoring tool that exploits detailed knowledge 
bases such as trial design templates, historical and competing clinical trials, actual 
medical procedure costs, anonymized patient clinical summaries, FDA and 
European regulatory requirements, preclinical pharmacokinetic and 
pharmacodynamic models and statistical parameters to assist the pharmaceutical 
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medical director optimize study design and model all aspects of the clinical 
development process. FASTTRACK software automatically translates the 
protocol into an intelligent electronic Case Report Form (eCRF) to be transmitted 
electronically to the physicians performing trials. Anticipating the rapid growth of 
electronic medical records, the eCRF will automatically screen the physician's or 
institution's current patient records to determine trial eligibility. 

Following enrollment, FASTTRACK protocol-directed workflow management 
software will generate appropriate role-specific task lists to ensure that the 
physician, nurses and other staff execute the trial tasks as specified in the 
protocol. Finally, FASTTRACK standard point of care data collection devices to 
ensure that all required data is captured in real time and is automatically 'reality & 
quality checked' while the patient is in the physician's exam room. 

Additional direct benefits to the study sponsors include: rapid analysis of interim 
study results, immediate implementation of any mid-study protocol modifications, 
near real-time monitoring of patient accrual and other project milestones, and 
point-of-service data validation and quality assurance. Direct benefits to study 
locations include: rapid patient accrual using automated screening tools, 
automatic protocol modifications without manual intervention, automated 
workflow and task lists for improved study productivity and throughput, and 
electronic data capture eliminating paper piles. The use of automated processes 
will eliminate many oversight steps which currently are done manually. 
Removing the manual tasks will significantly reduce direct labor costs, travel 
expenses, and time-to-database-lockdown. 

7. On information and belief, the ICP referred to in this excerpt was to be a 
database that would include numerous facets of a clinical trial protocol. The database was 
to drive numerous automated process tools for both pre- and post-enrollment processes 
defined by the protocol. The mentions in the last paragraph of the excerpt, concerning 
"immediate implementation of any mid-study protocol modifications," "rapid patient 
accrual using automated screening tools," "automatic protocol modifications without 
manual intervention," and "automated workflow and task lists," all corroborate my 
recollection that the automated tools would be driven by the ICP database, such that a 
change in the content of the database would automatically modify the operation of all 
dependent tools without manual intervention. In order to accomplish this, the database 
was to include all the necessary data for driving these tools. Such data was to include 
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"patient eligibility criteria", so as to drive the mentioned automated patient screening 
tools, as well as "post-enrollment instructions to have a specified test performed on a 
patient", so as to drive the "automated workflow and task lists." 

8. My recollection that the database was to include "patient eligibility 
criteria" is corroborated further by the statement in the above excerpt that "FASTTRACK 
software automatically translates the protocol into an intelligent electronic Case Report 
Form (eCRF) to ... automatically screen the physician's or institution's current patient 
records to determine trial eligibility." 

9. My recollection that the database was also to include "post-enrollment 
instructions to have a specified test performed on a patient", is corroborated further by the 
statement in the above excerpt that "Following enrollment, FASTTRACK protocol- 
directed workflow management software will generate appropriate role-specific task lists 
to ensure that the physician, nurses and other staff execute the trial tasks as specified in 
the protocol." I recall that the "role-specific tasks" referred to in this statement included 
tasks which included performing specific tests on a patient, such as to draw blood for 
blood tests specified by the protocol for the current patient visit. 

10. My recollection that the database was also to include "post-enrollment 
instructions to have a specified CRF completed for a patient," is corroborated by the 
statement in the above excerpt that "Finally, FASTTRACK standard point of care data 
collection devices to ensure that all required data is captured in real time and is 
automatically 'reality & quality checked' while the patient is in the physician's exam 
room." 
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1 1 . Exhibits . Exhibit B is a screen shot of the directory listing of a folder on 
a FastTrack Systems CD-ROM, setting forth the last-modified date of two software 
applications, SITE.exe and SPONSOR.exe. The last-modified dates for the two programs 
are both shown as "7/20/1999", which is well prior to September 10, 1999. 

12. SITE.exe was a non-functional demo developed at the request of 
FastTrack Systems by a company called MONKEYmedia. The software presented a 
mock-up of some of the features that we expected that a study site's tool would support 
when executed. 

13. SPONSOR.exe was another a non-functional demo developed at the 
request of FastTrack Systems by MONKEYmedia. SPONSOR.exe presented a mock-up 
of some of the features that we expected that a study sponsor's tool would support when 
executed. 

14. Exhibits C-E are screen shots generated by the SITE.exe program when 
executed. Because the version of the program that was executed to generate these screen 
shots was not modified since its "last-modified" date of July 20, 1999, these screen shots 
show features that were present in the program as of that date. 

15. Exhibit C illustrates the initial screen. It can be seen that the tool was to 
allow study site physicians to view information regarding patients, protocols, accrual 
information, and on-study tasks, among other things. 

16. Exhibit D is a screen shot illustrating a sample Recruitment Simulator 
screen, within the Setup tab in Exhibit C. The fact that it shows Eligibility Criteria for a 
particular clinical trial protocol EST2190, further corroborates my recollection that the 
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database that would drive the study site tool would include patient eligibility criteria for 
the protocol. 

17. Exhibit E is a screen shot illustrating a sample Schedule screen, within the 
On Study tab in Exhibit C. The fact that it shows a series of tasks to be performed in a 
particular visit by a particular patient, including (among other tasks) instructions to 
perform a Chest X-Ray, evaluate Pulmonary Function, perform a Pelvic Exam, and 
perform a Bone Scan, further corroborates my recollection that the database that would 
drive the study site tool would include post-enrollment instructions to have specified tests 
performed on a patient. 

18. Exhibits F-H are screen shots generated by the SPONSOR.exe program 
when executed. Again, because the version of the program that was executed to generate 
these screen shots was not modified since its "last-modified" date of July 20, 1999, these 
screen shots show features that were present in the program as of that date. 

19. Exhibit F illustrates the initial screen. It can be seen that the tool was to 
allow study sponsor physicians to view information regarding protocol authoring, among 
other things. 

20. Exhibit G is a screen shot illustrating a sample Eligibility Checklist screen, 
within the Authoring tab in Exhibit F. The fact that it shows Eligibility Criteria for a 
particular clinical trial protocol EST2190, further corroborates my recollection that the 
database that would drive the study sponsor tool, as well, would include patient eligibility 
criteria for the protocol. 

21 . Exhibit H is a screen shot illustrating a sample Protocol Editor screen 
within the Authoring tab in Exhibit F. The graphic on this screen illustrates a study 
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schema setting forth the visit sequences that a patient would follow according to the 
clinical trial protocol, and the tasks that would be performed on each visit, all as would be 
included in the ICP database. The fact that various tests would be performed on the 
patient at many of such visits corroborates my recollection that the database that would 
drive the study sponsor tool, as well, would include post-enrollment instructions to have 
specified tests performed on a patient. 
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Diligence Toward Actual Reduction To Practice 

22. In the following paragraphs, my memory of some of the dates I state is 
corroborated by the "last modified" date of the relevant document in my personal 
computer archives. Exhibit V is a screenshot of a directory listing showing these last 
modified dates (in the column called "Date Modified") on my computer. I have redacted 
file and directory names not required for purposes of this Declaration, and I have written 
in the Exhibit letters for the documents in the directory that correspond to the exhibits 
attached hereto. 

23. FastTrack Systems worked diligently toward developing a working 
prototype of a system incorporating the invention. Roughly described, the process 
involved first developing a series of high level "use cases", setting forth a preliminary 
vision of what functions a system according to the invention would perform for a user. 
These preliminary "use cases" were prepared mainly by me, together with others within 
FastTrack Systems. 

24. Next, FastTrack Systems retained MONKEYmedia to help work through 
and refine the high level use cases, and develop a preliminary design for the graphical 
user interface (GUI). The development of the demo software described above was one of 
MONKEYmedia's deliverables, and was a necessary step in the ultimate development of 
a working prototype system. MONKEYmedia also worked on a Functional Specification 
which set out the detailed requirements that software programmers need to code the 
functional prototype. MONKEYmedia worked closely with us continuously on these 
projects from about July 1999 through about July 2000. 
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25. Partially concurrently with MONKEYmedia's work, FastTrack Systems 
also engaged Concept Five Technologies, Inc., a software development firm, to develop 
the use cases and GUI design into a fianctional prototype system. Concept Five's process 
included drafting a software Architecture document, which divides the desired operation 
of the system into many functional components and specifies the ways that they are to 
interact in order to accomplish the desired operations. The Architecture document was 
developed and revised over numerous drafts. Concept Five also drafted technical 
specifications for many of the individual functional components, which is the next level 
of detail toward actual coding of the software. Concept Five worked closely with us 
continuously on these projects from about September 1999, well into 2000. 

26. Beginning in January 2000, FastTrack Systems began hiring its own 
internal engineering team. Concept Five handed off the continued prototype development 
work to this team over a period of several months beginning in April 2000. Exhibit 0 is a 
planned overview of this transition as prepared by Mr. Rick Larsen in March 2000. 1 
recognize this document because I received a copy of it. My recollection of the date it 
was prepared is corroborated by the file listing in Exhibit V, which shows the document 
"C5transition2(rick)" as having a last-modified date of March 28, 2000. 

27. Exhibit I , on information and belief, is a copy of pages 115-118 from 
Michael Kahn's second notebook. These pages appears to be his notes of a status meeting 
on October 20, 1999 with the development company, MONKEYmedia, which 
corroborates my recollection that MONKEYmedia were proceeding with their 
development of the Functional Specification. 
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28. Exhibit J , on information and belief, is a copy of page 140 from Michael 
Kahn's second notebook, which contains what appears to be his notes of an October 28, 
1999 Board Meeting. The second "accomplishment" listed at the bottom of the page says, 
"Conducted market research, defined architecture and Release 1, started development." 
This note corroborates my recollection that development of the prototype was 
proceeding. 

29. Exhibit R is a set of "Scenario Stories" prepared by MONKEYmedia, of 
which I received a copy in October 1999. My recollection of the date that I received this 
document is corroborated by the file listing in Exhibit V, which shows the document 
"scenario_storiesFTSS-03" as having a last-modified date of October 13, 1999. This 
document sets forth three example scenarios in which the system being developed would 
address, and indicates how the system would operate in each. Scenario One mentions that 
the clinical coordinator checks her FastTrack Systems Dashboard (a user interface to the 
system) and finds in a Task Management screen a list of the tasks to be performed during 
the visit of patient Jane Doh on Thursday. Other tasks are listed which are to completed 
before Jane Doh's following visit. The tasks listed include "chest X-ray". 

30. In addition. Scenario One also recites that the "task list" is downloaded to 
a HandHeld device ("HH"), and various personnel perform the tasks listed on the 
HandHeld. The status of the tasks on the task list are later uploaded to the central 
FastTrack Systems database. 

3 1 . These recitations corroborate my recollection that the database in the 
prototype system being developed was to include post-enrollment instructions to have 
specified tests performed on a patient (such as taking a chest X-ray). 
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32. Furthermore, Scenario Three in Exhibit R recites that prior to enrolling 
patients for a new study at a particular clinic, the clinical coordinator disseminates an 
"eligibility checklist" to MD's and care providers via the HandHeld. This recitation 
corroborates my recollection that the database in the prototype system would include 
patient eligibility criteria for the clinical trial protocol. 

33. Exhibit K are the cover page and pages 12-17 and 22-23, from the version 
l.OdOS of the Functional Specification. This document corroborates my recollection that 
development of the document by MONKEYmedia was still proceeding as of its date, 
which is December 17, 1999. 

34. The description on pages 22-23 of Exhibit K, entitled "3 Eligibility 
Checklist", corroborates my recollection that the database in the prototype system would 
include patient eligibility criteria for the clinical trial protocol. 

35. The description on pages 12-17 of Exhibit K, entitled "3 Patient Task 
Screens", concerns tasks that are to be performed on a particular patient on a particular 
visit. This particular description does not provide specific example tasks, but nevertheless 
it does corroborate my recollection that the database in the prototype system would 
include post-enrollment instructions to have specified tests performed on a patient. 

36. Exhibit L , on information and belief, is a copy of page 63 from Michael 
Kahn's third notebook, which contains what appears to be his notes of a meeting on 
January 10, 2000. The list of attendees at this meeting includes Mr. Luke Brennan, who 
was a programmer hired to help code the prototype system. This document corroborates 
my recollection that by January 10, 2000 we had hired our first programmer to help code 
the prototype system. 
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37. FastTrack Systems also hired Mr. Rick Larsen, who started employment at 
FastTrack Systems in mid-February 2000 as Vice President of Engineering. One of Mr. 
Larsen's tasks was to oversee the further development of the prototype system. 

38. Exhibit M is a spreadsheet which I understand was provided by Mr. 
Larsen, and which appears to be a schedule showing numerous tasks being performed and 
to be performed during the period March 13, 2000 and June 23, 2000, toward the 
development of the prototype. The document corroborates my recollection that the 
prototype system was in active development before, during and after the period March 
13, 2000 through May 31, 2000. 

39. Exhibit N is a set of invoices submitted by MONKEYmedia to FastTrack 
Systems for the development work described above. I recognize these invoices because I 
was the primary person that approved them for payment, as evidenced by my approval 
signature on many of the invoices. 

40. The invoices show retainers invoiced from June 1999 through June 2000, 
thousands of person-hours of time spent by MONKEYmedia personnel during the same 
time period, expenses reimbursed to MONKEYmedia personnel, updated Project 
Assignment contracts, and other evidence of continuous development work up to Project 
Completion on July 21, 2000. These invoices corroborate my recollection that 
MONKEYmedia worked closely with us continuously on the above-described projects 
from at least as early as July 1999 through about July 2000. 

41 . Exhibit O is a spreadsheet prepared by Concept Five in August 1999, as 
part of their proposal for performing the software development work for FastTrack 
described above. The top half is a proposed budget for their work through December 
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1999 assuming they were to begin by September 1, 1999, and the bottom half is a 
proposed budget for their work through December 1999 assuming they were not to begin 
work until mid-September. I received this document in August 1999, and it corroborates 
my recollection that Concept five joined MONKEYmedia on the prototype development 
team in September 1999. My recollection of the date I received this document is 
corroborated by the file listing in Exhibit V, which shows the document "cSproposal" as 
having a last-modified date of August 13, 1999. 

42. Exhibit P is a Work Plan Summary prepared by Concept Five and received 
by me in October 1999. My recollection of the date I received this document is 
corroborated by the file listing in Exhibit V, which shows the document 
"WorkPlanSummaryvO.2" as having a last-modified date of October 6, 1999. This 
document shows work done by Concept Five beginning no later than September 24, 
1999, and projected to continue uninterrupted through at least December 6, 1999. In fact 
Concept Five's engagement with FastTrack Systems began at least as early as September 
22, 1999 (see Exhibit S) and extended well into 2000. This document corroborates my 
recollection that Concept Five worked closely with us continuously on the above- 
described projects from September 1999, well into 2000. 

43. Exhibit S is an Architecture Document rev. 0. 1, dated September 22, 1999, 
and prepared by Concept Five. I received a copy of this document. This document 
corroborates my recollection that prototype development was in process on September 
22, 1999, and probably earlier, since it would have taken some time for Concept Five to 
have assembled this document. Concept Five delivered a series of these Architecture 
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Documents, progressively refining them, over the months of their engagement with 
FastTrack Systems. 

44. As can be seen, page 6 of Exhibit S, column 2, first paragraph, recites: 

"The heart of FastTrack's proprietary information technology is the 
Intelligent Clinical Protocol (ICP). The clinical protocol is the foundation 
of every trial and largely determines the time, cost and ultimate success or 
failure of the trial. All parts of a trial, including recruitment, treatment, 
data requirements, trial management and reporting, flow from detailed 
specifications contained in the protocol.... 

FastTrack software will automatically translate the protocol into an 
electronic Case Report Form (eCRF) to be transmitted electronically to the 
physicians performing trials. Anticipating the rapid growth of electronic 
medical records, the eCRF will automatically screen the physician's or 
institution's current patient records to determine trial eligibility. 

Following enrollment, FastTrack workflow management software will 
generate appropriate role-specific task lists to ensure that the physician, 
nurses and other staff execute the trial tasks as specified in the protocol. 
Finally, FastTrack point of care devices will ensure that all required data is 
captured in real time and is automatically 'reality & quality checked' while 
the patient is in the physician's exam room." 

45. The document's reference to and ICP, and its reference to automatic 
screening for trial eligibility, and its reference to workflow management software to 
generate role-specific task lists, as well as its reference to the capturing of data in real 
time, all corroborate my recollection that the system that was being developed in 
September 1999 would include a machine readable database (ICP) containing: patient 
eligibility criteria for a clinical trial protocol, and workflow tasks for the clinical trial 
protocol, including both post-enrollment instructions to have specified tests performed on 
a patient, and a post-enrollment instruction to have a specified CRF completed for the 
patient. 

46. Exhibit T is rev. 3.0 of the Architecture Document, which I received in 
early February 2000. My recollection of the date I received this document is corroborated 
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by the file listing in Exhibit V, which shows the document "ApplicationArchitectur..." as 
having a last-modified date of Febmary 3, 2000. This document corroborates my 
recollection that prototype development was still in process in early February 2000. 

47. In addition, Exhibit T's reference, at p. 5, first paragraph, to ICP -based 
tools, trial set-up tools to check for eligible patients, and accrual and task management, 
all corroborate my recollection that the system that was being developed in February 
2000 would include a machine readable database (ICP) containing: patient eligibility 
criteria for a clinical trial protocol, and workfiow tasks for the clinical trial protocol, 
including post-enrollment instructions to have specified tests performed on a patient. My 
recollection is further corroborated by the mention twice in the Message Flow diagram on 
p. 6 of Exhibit T, of "Patient Visit" and "Patient Eligibility". 

48. Exhibit U is rev. 3.6 of the Architecture Document, which I received in 
late February 2000. My recollection of the date I received this document is corroborated 
by the file listing in Exhibit V, which shows the document "ApplicationArchitectur..." as 
having a last-modified date of February 22, 2000. This document corroborates my 
recollection that prototype development was still in process in late February 2000. 

49. In addition. Exhibit U's first paragraph on p. 6, contains roughly the same 
recitations as the first paragraph on p. 5 of Exhibit T. As mentioned above, these 
recitations corroborate my recollection that the system that was being developed in late 
February 2000 would include a machine readable database (ICP) containing: patient 
eligibility criteria for a clinical trial protocol, and workfiow tasks for the clinical trial 
protocol, including post-enrollment instructions to have specified tests performed on a 
patient. 
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50. Furthermore, my recollection is further corroborated by the database 
shown in the Message Flow diagram on p.7 of Exhibit U, which recites, "Trials DB: 
Patients; Visits; Management; CRF; Protocol." This recitation also corroborates my 
recollection that the ICP that was to be included in the system being developed in late 
February 2000 would also include post-enrollment instructions to complete a specified 
CRF. 

5 1 . Accordingly, FastTrack Systems proceeded diligently, from a date prior to 
September 10, 1999, to a date later than May 31, 2000, toward an actual working 
prototype of the invention of the subject patent application. 

52. All the activities described in this Declaration, as well as the preparation 
of each of the documents described in this Declaration, all took place in the United 
States. 

53. I hereby declare that all statements made herein of my own knowledge are 
true and that all statements made on information and belief are believed to be true; and 
further that the statements are made with the knowledge that willful false statements and 
the like so made are punishable by fine or imprisonment, or both, under Section 1001 of 
Title 1 8 of the U.S. Code and that such willful false statements may jeopardize the 
validity of the application for any patent issued thereon or of any reexamination 
certificate. 

DATED: T^^t ^^^^^^^^^^^ 

'Michael mischke-reeds 
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EXHIBIT A TO SECOND DECLARATION OF INVENTOR 
MICHAEL MISCHKE-REEDS 
UNDER 37 C.F.R. §1.131(b) 

EXECUTIVE SUMMARY 
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FASTTRACK Systems, Inc. 
Execuctive Summary 



What is FASTTRACK? 

FASTTRACK is a clinical informatics and services company built around a network of domestic 
and international clinical trial sites and sponsors connected by advanced information 
technologies designed to greatly reduce the cost and improve the quality and timeliness of 
clinical trials. FASTTRACK focuses on Phase II and Phase III trials that are increasingly 
becoming the critical factor in time to market for new drugs. 

Why is FASTTRACK Important? 

Over the next five years, pharmaceutical products worth $30B in annual revenue will come off 
patent. In order to maintain the growth rates driving current valuations, the pharmaceutical 
industry must more than double the rate of new product introductions while maintaining 
current expense levels. Technologies such as combinatorial chemistry and high throughput 
screening have reduced the pre-clinical cycle time and the FDA Modernization Act and EU 
harmonization have reduced regulatory review times. But the human clinical trial time and 
costs have continued to grow. The time required for clinical trials now approaches 50% of the 
14.7 years that it takes the average new drug to come to market. Time to market is often the 
most important factor driving pharmaceutical profitability ~ a recent study demonstrated that 
the first drug-in-class to market averages a 50% market share with competing products dividing 
the remainder. In addition, the time for a second drug in a new class to appear in the market has 
decreased from six year to six month. An industry rule of thumb states that for a drug with 
billion-dollar market potential, each day spent in clinical trials reduces potential revenue by $3 
million due to patent expiration issues. 

Clinical trials are expensive and trial costs are growing twice the rate of revenue growth. In US 
pharmaceutical companies alone, about $8B or 40% of total pharmaceutical R&D is spent 
annually on human clinical trials. Spending on clinical trials is growing 15% per year, almost 
50% above the industry's sales growth rate. Trials are growing both in number and complexity, 
growing from 30 trials per new drug application and less than 100 procedures per trial to almost 
70 trials per application and about 160 procedures per trial, over the past 20 years. The trials 
process is largely paper-based and highly inefficient. In order to maintain growth and 
profitability, the pharmaceutical industry must significantly reduce the time and cost it takes to 
complete human clinical trials. 



What is FASTTRACK's Advantage? 



FASTTRACK Systems is assembling a network of clinical trial sites that will be linked together 
using FASTTRACK's proprietary information technology. The FASTTRACK network provides 
a total integrated solution to the clinical trials process with significant advantages over 
fragmentary approaches, such as: 

• An internet-based virtual network of "certified" and trained trial sites drawn from 
community clinics, specialty networks and academic centers, all which will use 
FASTTRACK technology to deliver efficient accrual, accurate and timely data collection and 
reporting, and real-time trial monitoring and compliance. 

• A direct e-commerce connection between sponsors and sites that will help both parties to 
meet their trial goals. 

• Advanced medical informatics technology that automatically generates all workflow 
procedures, data collection, and documentation based on the trial protocol, assuring strict 
adherence to protocol specifications, responsiveness to protocol changes, and timely 
collection of data at the point of care. 

• Central resources of software and databases that can assist both sponsor and site in 
optimizing trials and trial accrual, including accrual modeling, cost analysis, and trial 
enrollment. 

The heart of FASTTRACK's technology is the Intelligent Clinical Protocol (ICR). The clinical 
protocol is the foundation of every trial and largely determines the time, cost and ultimate 
success or failure of the trial. All parts of a trial, including recruitment, treatment, data 
requirements, trial management and reporting, flow from detailed specifications contained in 
the protocol. FASTTRACK believes that a system driven by the fundamental protocol provides 
the best solution for improving the trial process. 

The ICR begins with a protocol authoring tool that exploits detailed knowledge bases such as 
trial design templates, historical and competing clinical trials, actual medical procedure costs, 
anonymized patient clinical summaries, FDA and European regulatory requirements, pre- 
clinical pharmacokinetic and pharmacodynamic models and statistical parameters to assist the 
pharmaceutical medical director optimize study design and model all aspects of the clinical 
development process. FASTTRACK software automatically translates the protocol into an 
intelligent electronic Case Report Form (eCRF) to be transmitted electronically to the physicians 
performing trials. Anticipating the rapid growth of electronic medical records, the eCRF will 
automatically screen the physician's or institution's current patient records to determine trial 
eligibility. 

Following enrollment, FASTTRACK protocol-directed workflow management software will 
generate appropriate role-specific task lists to ensure that the physician, nurses and other staff 
execute the trial tasks as specified in the protocol. Finally, FASTTRACK standard point of care 
data collection devices to ensure that all required data is captured in real time and is 
automatically 'reality & quality checked' while the patient is in the physician's exam room. 



Results will be uploaded to FASTTRACK's repository, checked by on-line queries, and loaded 
into the sponsor's database for statistical analysis and subsequent FDA/EMEA submission. 
Using highly sophisticated temporal trending and abstraction technology, the FASTTRACK 
database can continuously search for complex evolving patterns such as subtle but progressive 
toxicity or adverse events. Following approval, FASTTRACK expects to repackage this 
information for the sponsor's marketing group to accelerate sales ramp-up. FASTTRACK 
network sites will also continue data collection after the trial is over for additional marketing 
and post-marketing surveillance purposes. 

Additional direct benefits to the study sponsors include: rapid analysis of interim study results, 
immediate implementation of any mid-study protocol modifications, near real-time monitoring 
of patient accrual and other project milestones, and point-of-service data validation and quality 
assurance. Direct benefits to study locations include: rapid patient accrual using automated 
screening tools, automatic protocol modifications without manual intervention, automated 
workflow and task lists for improved study productivity and throughput, and electronic data 
capture eliminating paper piles. The use of automated processes will eliminate many oversight 
steps which currently are done manually. Removing the manual tasks will significantly reduce 
direct labor costs, travel expenses, and time-to-database-lockdown. 

FASTTRACK will deliver its information services to sponsors, CROs and sites over the Internet 
using a central application service provider (ASP) and thin-client model that supports multiple 
user devices including workstations and hand-held computers. This approach will reduce cost, 
complexity and learning times for its users, providing them with service-based solutions rather 
than simply software. It also provides a direct connection between trial sites and sponsors, 
eliminating much of the inefficiency associated with middlemen services. All software and data 
will be centrally maintained for reasons of efficiency and security. Confidentiality will be 
maintained through strict use of modern encryption protocols and standards. 

What is FASTTRACK's Business Model? 

FASTTRACK will provide its solutions using a service-based business model in which 
FASTTRACK rather than sponsors or individual sites take responsibility for the entire trial 
process. This will eliminate the need for sponsors or sites to learn and support the complex 
technology underlying FASTTRACK and permit them to focus on the trials themselves. It will 
also eliminate the need for large up-front investments in equipment, software and training. 

The FASTTRACK network will incorporate clinical specialty networks, community practices 
and academic medical centers. Each site will use the FASTTRACK information system to 
recruit patients, manage their trials and deliver information to sponsors. FASTTRACK will 
maintain a central data base that will improve accrual efficiency and provide sponsors with 
quantitative proof of FASTTRACK network sites' ability to deliver patients and produce high- 
quality data in a timely and cost-efficient manner. FASTTRACK will also provide a central 
clearinghouse function so that sites can learn about other trials for which their particular patient 



populations would be appropriate, thereby increasing the number of trials in which they can 
participate. FASTTRACK's customers will include pharmaceutical organizations, CROs, SMOs 
and its network of trial sites. Its revenues will be derived from: 

• Licenses for the protocol authoring tool based on number of trials for which it is used by 
each sponsor. 

• Sponsor access to the central FASTTRACK anonymized database for recruitment simulation 
and protocol refinement and other knowledge bases, such as cost databases and population- 
based accrual estimates. 

• Trial management and reporting services for each site using a combination of transaction 
and subscription pricing models. 

• Sales of anonymized data to support sponsor marketing programs. 

• Specialized services to support electronic data submission and other regulatory reporting 
requirements. 

• Queries of practice locations regarding interest in potential studies or estimates of 
availability of unusual patient populations, marketing dynamics, longitudinal outcomes 
studies. 

• Addition of specialized non-protocol-required screening variables, such as functional status 
measures, which can be used as alternative endpoints should a clinical study fail to meet its 
designed endpoints. 

• Addition of specialized non-protocol-required variables, such as insurance status, which can 
be used by the site practice management administration for detailed clinical-financial 
evaluation of local case-mix and practice patterns. 

FASTTRACK intends to focus initially on trials involving drugs with complex protocols, high 
patient surveillance requirements, high activity intensity, high data volume and large market 
potential. Examples include oncology, HIV, cardiovascular and neuroactive drug trials. Once 
the FASTTRACK service is operating smoothly and its fixed costs are covered the Company will 
expand the service to other drugs and possibly devices. 

Who is FASTTRACK? 

FASTTRACK has assembled an executive management team of world-renowned leaders in 
medical informatics, clinical drug development and commercial clinical software development 
and proven start-up and high growth management experience. Members of the FASTTRACK 
Clinical Advisory Board and the Scientific Advisory Board represent world class, success-driven 
leaders in their fields from institutions such as Stanford University, Washingtion Univiersity in 
St. Louis, and the National Cancer Institute. The team has played central roles in the 
development of such drugs as zidovudine (Retrovir'^'^), paclitaxel (TaxoF'^), doxorubicin 
(Doxil), mitoxantrone (Novantrone'^'^), cis-platinum (PlatinoF'^), didanosine (Videx™), 
zalcitabine (Hivid^^). FASTTRACK Systems is funded by CW Ventures and ARCH Ventures, 
two of the leading healthcare venture capital funds that have been responsible for founding 



such leading edge companies as Athena Neurosciences, Aurora Biosciences, Cahper 
Technologies, Millenium Pharmaceuticals, Pharmacopeia, Sugen Pharmaceuticals and Vertex 
Pharmaceuticals. 

Summary - The FASTTRACK Advantage 

FASTTRACK provides the solution by which pharmaceutical companies will overcome the key 
bottleneck in getting new drugs to market. By offering a total set of information solutions and 
services for trials development and management based on unique technology it expects to 
revolutionize the way trials are conducted, taking significant costs and time out of the system 
and improving the overall success rate of the process. It provides direct, synergistic benefits to 
both sites and sponsors, creating a "win-win" for all participants in the clinical trial arena. We 
invite your inquiries about how we can help you. 
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Patient List 

Today's visit (January 1 , 2000) 



09:00 - Edwards, Jill (IN) 
09:1 5 -Doh, Jane (HS) 
09:30- Boe, Pam (IN) 
09:45 -Young, Christine (IN) 
10:00 -Smith, Betty (CI) 
Green, Joan (CI) 
Stephens, Mae (CI) 
10:15- Rogers, Sandy (PC) 
10:30 -Moe, Pat (C2) 
10:45 -Opus, Lisa (CI) 
11:00- Kay Sue (IN) 
11:15- Ingram, Liz (CI) 

Ann, Deb (CI) 
11:30 -White, Susie (HS) 
11:45-Groene. Jill fHS) 



Note: 

IN = initial screening visit 

HS = history 

CI = chemo cycle I 

C2 = chemo cycle II 

PC = port-chemo followup 



Figure 7 - Task List: Patient List 



A successful login from the Patient List Log-in [1] leads to the Patient List. This screen allows 
access to all the patients scheduled at the clinic for that particular day 

A user with patient list access rights selects the patient whose tasks will be displayed on the task 
list screens [3] by clicking on the appropriate patient. 

The patient list is also the parking spot for the unit before it is put into the pre-docking state. 

After a predetermined interval of time without user input, the system times out, logs the current 
user out and blanks the screen per Sleep Screen#l [1.1]. 



This area of functionality includes several different sub-sections: 

• 3.1 —the Full Task List 

• 3.2 — the Outstanding Tasks List 

• 3.3 — the Task Info Screens 



A user will arrive at this series of screens in one of two ways: 
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• As a staff member with "change patient" rights who has selected a different patient's tasks 
to view from the patient hst [2]. 

• As a role player who is currently completing one of the listed tasks. This role will login 
via Login Screen #2 [4]. 

After a predetermined interval of time without user input, the system times out, saves any data that 
has been entered, logs the current user out, and blanks the display per 4. 

Assumptions 

The tasks listed are determined by two prerequisites: 

• Clinical coordinator has reviewed all tasks associated with a particular patient visit and 
validated the tasks. 

• Protocol-mandated tasks have been entered into the FT S by the FT S staff, such that the 
task list reflects the protocol. 



All Tasks 




Outstanding 


\^ Item 1 




Tasks 


Item 2 




Item 2 


\^ Items 







Figure 8 - Task List: All Tasks v. Outstanding Tasks 
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3.1 Patient Identifier Screen 



Confirm Correct Pt. 




Patient Name: 


Jane Doe 


Visit Date: 


January 1, 2000 


Disease Area: 


Oncology 


Trial Name: 


Nu-DrugXYZ123 


Visit*: 


6 (from 10) 


IVIed Rec#: 


555-12-3456 















Figure 9 - Task List: Patient Identifier Screen 

The user will use the following patient identifiers to confirm that the patient at hand matches the 
patient whose data is on the handheld unit. 

• Patient name 

• Visit date 

• Disease area 

• Trial name 

• Visit number 

• Medical record number 

• Current user 



This may be an independent screen or it may be embedded in the Full or Outstanding Task List. 

If this is an independent screen, a predetermined interval of time without user input causes the 
system to time out, log of the current user, and blank the screen per [4]. 

If this is a separate screen, re -login from sleep/login screen #2 [4] could lead to this screen before 
the task list to help users avoid errors in patient care. 
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3.2 Full Task List 



^ Item 1 

I \^ Item 2 

I Q Items 

^ Item 4 



Figure 10 - Task List: Full Tasli List 



The Full Task List includes all of the tasks associated with a particular patient visit for a particular 
day. This screen is the default view upon role -based login. A comment field at the bottom of the 
screen displays any notes the clinical coordinator has written to the staff members who will see the 
patient. Alternately, a staff member may enter a note for the clinical coordinator. 

Information on any task may be obtained by clicking on the "info" button next to the item. This 
will open the Task Info Screen [3.3]. 

The [Reset] button returns the data to the state it was in before the most recent login. 

After a task has been completed, the user checks it off in the list. When all the tasks associated 
with a role have been completed, the user clicks the [Done with Role] button. This action saves 
the data that has been entered and leads to Sleep/Login Screen #2 [4]. 

If some of the tasks associated with a role have not been completed before the user clicks [Done 
with Role], they will migrate from the Full list to the Outstanding list [3.2]. The user may toggle 
between the Full List and the Outstanding List using the appropriate button. 

When all the tasks associated with a patient have been completed — and before the patient exits 
— the clinical coordinator reviews the task list. Any missing data may be gathered at that time, 
staff, supply, and patient availability permitting. 

If no data is missing or it is not feasible to address any discrepancies at the time, the clinical 
coordinator may click the [Done with Patient] button to close the task list. This action saves all 
the data that has been entered and produces the Patient Rights Login Screen [5]. 



FastTrack Functional Specification V.l.OdS (December 17, 1999) 
Confidential- FastTrack Systems, MONKEYmedia, CBC and Concepts 



After a predetermined interval of time without user input, the system times out, saves any data that 
has been entered, logs the current user out, and blanks the display per 4. 

There are pros and con's to using the reset button. 

• Pro: It allows clearing of inadvertent entries 

• Con: It risks creating confusion and clutter in the limited real estate. 



3.3 Outstanding Tasks List 



Outstanding Tasks — See-Fott— 
-^taskJJst- ' 



3 Q Items 



Others/Notes 



M 




Figure 11 - Task List: Outstanding Taslis 

The Outstanding Tasks List displays any items that remain to be addressed before the end of a 
patient visit. As noted above, all tasks not checked off by a role populate this screen. 

Information on any task may be obtained by clicking on the "info" button next to the item. This 
will open the Task Info Screen [3.3]. 

After a predetermined interval of time without user input, the system times out, saves any data that 
has been entered, logs the current user out, and blanks the screen as per 4. 



3.4 Task Info Screen 
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Before you draw, ask patient about... 



Figure 12 - Task List: Tasli Info Screen 

Information about tasks is displayed on this screen. Clicking [OK] will take the user back to 
either the Full Task [3.1] or the Outstanding Tasks List [3.2]. 

After a predetermined interval of time without user input, the system times out, saves any data that 
has been entered, logs the current user out, and blanks the screen as per 4. 

When the user checks off an item in the Outstanding List, then selects info on a task, the data may 
either remain on that screen or migrate to the Full List. 



Visually, this screen resembles Login Screen #1 . For a full discussion of the functionality of the 
Login screens, see Chapter 5, "Ubiquitous Controls and Affordances." 

This screen serves as the portal for a return to the Task List [3]. 

Sleep Screen #2 is a result of timeouts from the Task List [3], Login #2 [4], Failure Message #2 
[4. 1], Patient Rights Login [5] and Failure Message #3 [5. 1]. 



Visually, this screen resembles the Patient Rights Login of Section One. 

This screen inherits all the properties and rules of general Login and Sleep functionality as 
described in Chapter 5, "Ubiquitous Controls and Affordances," with the exception of the addition 
of a [Cancel] button to allow a return to the Task List [3]. 

A successful login takes the user to the patient list, while timeout from this screen takes the user to 
a login screen that leads back to the task list. 
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user to the Eligibility Checklist [3] for the trial. Clicking on [Back to QuickScreen] takes the user 
to the QuickScreen screen [1]. 



2.1 Trial Info #1 



Trial Info 

Trial: NUDRUG-XYZ123 

The success of adjuvant therapy stems 
from its potential ability to eradicate pre- 
clinical microscopic metastases. The bone 
marrow is a frequent site of breast cancer 
metastases. 




Figure 16 - QuickScreen: Trial Info #1 

This screen will display a brief description of the trial selected by the user. The description may 
include a brief outline of some of the steps in the trial as well as details about what data the 
sponsor is looking for or what symptoms the drug addresses. 

From this screen, the user may return to the Browse Trial Results screen [2] by clicking [Back to 
List of Trials] or go on to check eligibility by clicking on [Check Eligibility for This Trial]. 



Eligibility Checklist 

Trial: NUDRUG-XYZ123 



Inclusion Criteria: 




▲ 


1 . Epithelial breast cancer 






2. Age between 1 5 and 60 






3. # involved lymph nodes >=10 






4. Gender = Female 






5. Previous treatment: mastectomy or 






lumpectomy 






6. Hormone receptor status = Positive 






7. ECOG performance status = or 1 






8. WBC >= 4,000 






9. Platelets >= 100,000 






1 0. Alkaline Phosphatase <= 1 .2 times norm 






1 1 . Bilirubin <= 1 .2 times normal 






12. SGOT<= 1.2 times normal 






13. Ejection fraction (MUGA) >= 50% 






Exclusion Criteria: 






1 . Primary tumor status not = T4 









Figure 17 - QuicliScreen: Eligibility Checldist 
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This screen is used to determine if the patient quahfies for a particular trial by viewing certain 
inclusion and exclusion criteria. These criteria will be trial specific. 



As on the trial listing screen, more information about the trial can be read by clicking on the trial 
name below the patient identifiers. This leads to Trial Info #2 [3.1]. 

The user also has the option of returning to the Browse Trial Results [2] screen to select a different 
trial by clicking the [Back] button. A return to the QuickScreen may be accomplished by clicking 
[Back to QuickScreen]. 

Clicking [Qualify] produces the Qualification Confirmation Screen [4]. This button does not cause 
the unit to perform any calculation of eligibility. 

Open issues related to this screen include: 

• The number of trials, with all their different criteria, that the handheld unit can store. 



3.1 Trial Info #2 



Trial Info 

Trial: NUDRUG-XYZ123 



The success of adjuvant therapy stems 
from its potential ability to eradicate pre- 
clinical microscopic metastases. The bone 
marrow is a frequent site of breast cancer 
metastases. 



Cchecklist 



Figure 18 - QuickScreen: Trial Info #2 



This screen will display a brief description of the trial selected by the user. The description may 
include a brief outline of some of the steps in the trial as well as details about what data the 
sponsor is looking for or what symptoms the drug addresses. 

From this screen, the user may ONLY return to the Eligibility Checklist screen [3]. 
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ID 






Start Date 


Finish Date 


Predecessors 


Resource Names 


1 


release 1 .Oa prime 


70 d 


3/13/2000 8:00 


6/23/2000 1 7:00 






2 


this is a modified 1 .Oa plan that also includes 
simple trial/visit QS 


1 d 


3/13/2000 8 


00 


3/13/2000 17 


00 






3 




1 d 


3/13/2000 8 


00 


3/13/2000 17 


00 






4 


Dependencies 


49 d 


3/20/2000 1 7 


00 


5/26/2000 1 7 


00 






5 


finalize requirements/use cases 


Od 


3/20/2000 1 7 


00 


3/20/2000 1 7 


00 




arian 


6 


AvantGo 


1 d 


4/14/2000 8 


00 


4/14/2000 17 


00 




AvantGo 


7 














8 


iniormaiics 


43 d 


3/29/2000 8 


00 


5/26/2000 1 7 


00 






9 


Quickscreen and visit task 


43 d 


3/29/2000 8 


00 


5/26/2000 1 7 


00 






10 


define model tags and structure 


1 d 


3/29/2000 8 


00 


3/29/2000 1 7 


00 






11 


protocol data(for unit testing) 


1 d 


5/3/2000 8 


00 


5/3/2000 1 7 


00 




mike kahn 


12 


final protocal data 


1 d 


5/26/2000 8 


00 


5/26/2000 1 7 


00 




mike kahn 


13 


final for beta 


1 d 


5/12/2000 8 


00 


5/12/2000 17 


00 






14 














15 


development 


53.75 d 


3/13/2000 8 


00 


5/25/2000 15 


00 






16 




40.75 d 


3/13/2000 8 


00 


5/8/2000 15 


00 






17 


abstract entity bean framework 


25.18 d 


3/13/2000 8 


00 


4/17/2000 9 


28 






18 




1.25 d 


3/13/2000 8 


00 


3/14/2000 10 


00 




allen[80%] 


19 


review/updates 


1.25 d 


3/14/2000 10 


00 


3/15/2000 12 


00 


18 


phil[80%] 


20 


training 


2.5 d 


3/15/2000 13 


00 


3/17/2000 17 


00 


19 


allen[80%] 


21 




7.5 d 


4/5/2000 14 


28 


4/17/2000 9 


28 


61 


phil[80%] 


22 














23 


jsp framework 


5d 


3/13/2000 8 


00 


3/17/2000 17 


00 






24 


design 


1.25 d 


3/13/2000 8 


00 


3/14/2000 10 


00 




matt[80%] 


25 


review/updates 


1.25 d 


3/14/2000 10 


00 


3/15/2000 12 


00 


24 


matt[80%] 


26 




2.5 d 


3/15/2000 13 


00 


3/17/2000 17 


00 


25 


matt[80%] 


27 














28 




38.25 d 


3/15/2000 13 


00 


5/8/2000 15 


00 






29 


jsp 


38.25 d 


3/15/2000 13 


00 


5/8/2000 15 


00 






30 


modeling 


8d 


3/15/2000 13 


00 


3/27/2000 12 


00 


25 


john[50%] 


31 


Modeling/Review Security Expertise 


1 d 


3/27/2000 13 


00 


3/28/2000 12 


00 


30 


Security Architect 


32 


review/update 


8d 


3/28/2000 13 


00 


4/7/2000 12 


00 


31 


john[50%] 


33 




6.25 d 


4/28/2000 13 


00 


5/8/2000 15 


00 


32,133 


matt[80%] 


34 




35.18 d 


3/15/2000 13 


00 


5/3/2000 14 


28 






35 


modeling 


8d 


3/15/2000 13 


00 


3/27/2000 12 


00 


19 


john[50%] 


36 


Modeling/Review Security Expertise 


1 d 


3/27/2000 13 


00 


3/28/2000 12 


00 


35 


Security Architect 


37 


review/update 


8d 


3/28/2000 13 


00 


4/7/2000 12 


00 


36 


john[50%] 


38 




6.25 d 


4/25/2000 1 1 


28 


5/3/2000 14 


28 


37,136 


sidharth[80%] 




Business Processes 


52.68 d 


3/13/2000 8 


00 


5/24/2000 14 


28 






40 




7d 


3/21/2000 8 


00 


3/29/2000 1 7 


00 






41 


use case kick-off 


1 d 


3/21/2000 8 


00 


3/21/2000 17 


00 


5 


phil,peter,kelly,mike 


42 


quickscreen use case 


2d 


3/22/2000 8 


00 


3/23/2000 1 7 


00 


41 


mike[80%] 


43 


quickscreen synch 


2d 


3/22/2000 8 


00 


3/23/2000 1 7 


00 


41,26 


matt[80%] 


44 


handheld login 


2d 


3/22/2000 8 


00 


3/23/2000 1 7 


00 


41 


phil[80%] 


45 


resynch 


2d 


3/22/2000 8 


00 


3/23/2000 1 7 


00 


41 


peter[80%] 


46 


protocol loader 


2d 


3/22/2000 8 


00 


3/23/2000 1 7 


00 


41 


kelly[80%] 


47 














48 


Task Visit Browse/View 


4d 


3/24/2000 8:00 


3/29/2000 1 7:00 


41,42 


mike[40%] 


49 














50 


use case reviews 


6.25 d 


3/24/2000 8 


00 


4/3/2000 10 


00 






51 




2d 


3/24/2000 8 


00 


3/27/2000 1 7 


00 


42,43,44,45,46 


ph il[80%] , mike[40%] ,matt[80%] 


52 


review with developers 


0.68 d 


3/28/2000 8 


00 


3/28/2000 14 


28 


51 


ph il[80%] , mike[40%] ,matt[80%] 


53 














54 


review Task Visit BrowseA/iew 


1.25 d 


3/30/2000 8:00 


4/3/2000 10:00 


48 


mike[40%] 


55 














56 


Business Concept Model 


6d 


3/28/2000 14 


28 


4/5/2000 14 


28 






57 


business concept model 


5d 


3/28/2000 14 


28 


4/4/2000 14 


28 


52 


phil[80%] 


58 


business concept model 


2d 


3/28/2000 14 


28 


3/30/2000 14 


28 


52 


mike[40%] 


59 


business concept model 


1 d 


4/3/2000 10 


00 


4/4/2000 10 


00 


54,58 


mike[80%] 


60 


business concept model 


5d 


3/28/2000 14 


28 


4/4/2000 14 


28 


52 


peter[80%] 


61 


business concept model review 




4/4/2000 14 


28 


4/5/2000 14 


28 


60,57,59 


peter,phil,mike,kelly 


62 














63 


entity beans 


18.75 d 


4/5/2000 14 


28 


5/2/2000 1 1 


28 






64 


modeling 


3.75 d 


4/5/2000 14 


28 


4/11/2000 11 


28 


61 


sidharth[80%] 


65 




1.25 d 


4/11/2000 11 


28 


4/12/2000 14 


28 


64 


sidharth[80%] 


66 


code/unit test 


12.5 d 


4/12/2000 14 


28 


5/1/2000 9 


28 


65,114 


rick[80%] 


67 


code/unit test 


5d 


4/24/2000 9 


28 


5/1/2000 9 


28 


65,125 


phil[80%] 


68 




1.25 d 


5/1/2000 9 


28 


5/2/2000 1 1 


28 


66 


rick[80%] 
















70 




3.75 d 


4/14/2000 16:28 


4/20/2000 14:28 






71 


update 


1.25 d 


4/14/2000 16:28 


4/18/2000 9:28 


65,141 


kelly[80%] 
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72 




1.25 d 


4/18/2000 9:28 


4/19/2000 11:28 


71 


kelly[80%] 


73 




1.25 d 


4/19/2000 11:28 


4/20/2000 14:28 


72 


kelly[80%] 
















75 




34.93 d 


4/3/2000 10 


00 


5/22/2000 9 


28 






76 


design ui navigation 


2.5 d 


4/3/2000 10 


00 


4/5/2000 15 


00 


50,43 


matt[80%] 




;JSP) 


4.13d 


4/5/2000 15 


00 


4/11/2000 16 


00 






78 


aesign 


1 d 


4/5/2000 15 


00 


4/6/2000 15 


00 


76,61 


peter[80%],mike[80%] 






0.63 d 


4/6/2000 15 


00 


4/7/2000 1 1 


00 


78 


peter[80%],mike[80%] 


80 


qa review 


0.5 d 


4/6/2000 15 


00 


4/7/2000 10 


00 


78 




81 


coae/unit test 


2.5 d 


4/7/2000 1 1 


00 


4/11/2000 16 


00 


80,79 


peter[80%] 


82 




27.5 d 


4/12/2000 14 


28 


5/22/2000 9 


28 






83 


aesign 


1.25 d 


4/12/2000 14 


28 


4/13/2000 16 


28 


76,65 


sidharth[80%] 


84 




1.25 d 


4/13/2000 16 


28 


4/17/2000 9 


28 


83 


sidharth[80%] 


85 


coae/unit test 


3.75 d 


5/2/2000 1 1 


28 


5/22/2000 9 


28 


84,68 


rick[80%] 


86 


code unit test 


1.25 d 


4/17/2000 9 


28 


4/18/2000 11 


28 


84,81 


peter[80%] 


87 














88 


uuicl<screen synchronization 


52.68 d 


3/13/2000 8 


00 


5/24/2000 14 


28 








aesign ui navigation 


2.5 d 


4/5/2000 15 


00 


4/10/2000 10 


00 


76,50 


matt[80%] 


90 


investigation 


6.25 d 


3/13/2000 8 


00 


3/21/2000 10 


00 








aownload new AvantGo 


2.5 d 


3/13/2000 8 


00 


3/15/2000 12 


00 




cris[80%] 


92 




3.75 d 


3/15/2000 13 


00 


3/21/2000 10 


00 


91 


cris[80%] 


93 


;JSP) 


6.56 d 


4/10/2000 10 


00 


4/18/2000 15 


30 








aesign 


1.56 d 


4/10/2000 10 


00 


4/11/2000 15 


30 


89 


allen[80%] 


95 




1.25 d 


4/11/2000 15 


30 


4/13/2000 8 


30 


94 


allen[80%] 


96 


qa review 


1 d 


4/11/2000 15 


30 


4/12/2000 15 


30 


94 




97 


coae/unit test 


3.75 d 


4/13/2000 8 


30 


4/18/2000 15 


30 


96,95 


allen[80%] 


98 




27.5 d 


4/17/2000 9 


28 


5/24/2000 14 


28 








aesign 


1.25 d 


4/17/2000 9 


28 


4/18/2000 11 


28 


89,84 


sidharth[80%] 


100 




1.25 d 


4/18/2000 11 


28 


4/19/2000 14 


28 


99 


sidharth[80%] 


101 


coae/unit test 


2.5 d 


5/22/2000 9 


28 


5/24/2000 14 


28 


100,85 


rick[80%] 


102 


code unit test 


2.5 d 


4/19/2000 14 


28 


4/24/2000 9 


28 


100,86 


peter[80%] 


103 




5d 


3/20/2000 8 


00 


3/24/2000 17 


00 






104 


Handheld Login and (User) Timeout 


21.25 d 


3/13/2000 8 


00 


4/11/2000 10 


00 






105 


investigation 


8.75 d 


3/13/2000 8 


00 


3/23/2000 15 


00 






106 


soTiware evaluation / selection 


1 d 


3/13/2000 8 


00 


3/13/2000 17 


00 




cris[50%], AvantGo 


107 




8.75 d 


3/13/2000 8 


00 


3/23/2000 15 


00 




cris[80%] 


108 


aesign ui navigation 


1 d 


4/10/2000 10 


00 


4/11/2000 10 


00 


89 


matt[80%] 


109 


Handheld integration/development 


7.63 d 


3/23/2000 15 


00 


4/4/2000 1 1 


00 






110 


model / design 


1.25 d 


3/23/2000 15 


00 


3/24/2000 1 7 


00 


105 


AvantGo 


111 




1.25 d 


3/27/2000 8 


00 


3/28/2000 10 


00 


110 


AvantGo 


112 


qa review 


1 d 


3/28/2000 10 


00 


3/29/2000 10 


00 


111 


AvantGo 


113 




3.13d 


3/29/2000 10 


00 


4/3/2000 1 1 


00 


112 


rick[80%] 


114 


delivery test 


1 d 


4/3/2000 1 1 


00 


4/4/2000 1 1 


00 


113 


rick[80%] 


115 














116 


Resynchronization Timeout (Stale Data) 


30.18 d 


3/13/2000 8 


00 


4/24/2000 9 


28 






117 


investigation 


6.25 d 


3/13/2000 8 


00 


3/21/2000 10 


00 






118 


Evaluate options 


2.5 d 


3/13/2000 8 


00 


3/15/2000 12 


00 




cris[80%] 


119 


testing 


3.75 d 


3/15/2000 13 


00 


3/21/2000 10 


00 


118 


cris[80%] 


120 


design ui navigation 


3.75 d 


4/11/2000 10 


00 


4/14/2000 17 


00 


108 


matt[80%] 


121 


Handheld integration/development 


5d 


4/17/2000 9 


28 


4/24/2000 9 


28 






122 


design 


1.25 d 


4/17/2000 9 


28 


4/18/2000 11 


28 


95,21 


phil[80%] 


123 




1.25 d 


4/18/2000 11 


28 


4/19/2000 14 


28 




phil[80%] 


124 


qa review 


1 d 


4/19/2000 14 


28 


4/20/2000 14 


28 


123 




125 




2.5 d 


4/19/2000 14 


28 


4/24/2000 9 


28 


123 


phil[80%] 


126 














127 


Task Visit Browse/View 


16.43 d 


4/17/2000 8 


00 


5/9/2000 1 1 


28 






128 


design ui navigation 


2.5 d 


4/17/2000 8 


00 


4/19/2000 12 


00 


120 


matt[80%] 


129 


ui (JSP) 


7d 


4/19/2000 13 


00 


4/28/2000 12 


00 






130 


design 


2.5 d 


4/19/2000 13 


00 


4/21/2000 17 


00 


128 


matt[80%] 






2d 


4/24/2000 8 


00 


4/25/2000 1 7 


00 


130 


matt[40%] 


132 


qa review 


2d 


4/24/2000 8 


00 


4/25/2000 1 7 


00 


130 


matt[40%] 


133 




2.5 d 


4/26/2000 8 


00 


4/28/2000 12 


00 


131,132 


matt[80%] 




session beans 


13.75 d 


4/19/2000 14 


28 


5/9/2000 1 1 


28 






135 


design 


2.5 d 


4/19/2000 14 


28 


4/24/2000 9 


28 


128,100 


sidharth[80%] 


136 


review 


1.25 d 


4/24/2000 9 


28 


4/25/2000 1 1 


28 


135 


sidharth[80%] 


137 




lOd 


4/25/2000 1 1 


28 


5/9/2000 1 1 


28 


136,102 


peter[80%] 


138 














139 














140 


protocol loader 


36.07 d 


4/5/2000 14 


28 


5/25/2000 15 


00 








protocol application model/design 


6.25 d 


4/5/2000 14 


28 


4/14/2000 16 


28 


61,10 


kelly[80%] 


142 




1 d 


4/14/2000 16 


28 


4/17/2000 16 


28 




qa 


143 




11.25 d 


5/4/2000 8 


00 


5/23/2000 10 


00 


141,142,73,11 


kelly[80%] 


144 


unit test 


2.5 d 


5/23/2000 10 


00 


5/25/2000 15 


00 


143 


kelly[80%] 



functional freeze 



5/25/2000 15:00 

5/29/2000 8:00 ~ 
5/29/2000 8:00 
5/29/2000 8:00 
5/29/2000 8:00 



3/13/2000 8:00 



3/13/2000 8:00 



5/26/2000 15:00 15 

6/2/2000 17^146,- 

6/2/2000 1 7:00 

6/2/2000 1 7:00 33 
5/30/2000 1 7:00 



sidharth[80%] 

matt[80%] 

qa[200%] 



3/21/2000 8:00 



3/21/2000 8:00 



3/22/2000 13:00 



3/24/2000 8: 
3/28/2000 10: 
2.25 d I 3/30/2000 13: 



3/28/2000 ■ 
3/30/2000 ■ 
4/3/2000 ■ 



10:00 170 
2:00 171 
5:00 172 



4/12/2000 1! 



4/14/2000 1i 



testing tools/reporting process 



help with dev system te 



4/14/2000 ll 
4/20/2000 ll 
4/27/2000 ll 
5/1/2000 ll 



4/20/2000 ■ 
4/27/2000 ■ 
5/1/2000 ■ 
5/15/2000 ll 



5:00 177 
5:00 179 
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Application No. 09/584,936 



Atty Docket No. FSTK 1000-0 



EXHIBIT N TO SECOND DECLARATION OF INVENTOR 
MICHAEL MISCHKE-REEDS 
UNDER 37 C.F.R. §1.131(b) 

MONKEYmedia INVOICES 



{00082340.DOC } 



MIC K3. : 512 A4B mm Jul. 24 lUEMPr P2 



rvioivitrantaia.j-jnc. ■•- 

611 Soych Congress Avenue , 

Austin, Ts>,as 78704 inVOlCe 

(512)440-8000 



FastTrack Systems 
c/o Greg irnsc 
(6S0) S72-8800 xlE 
via fax: (650) 572-8838 

DATiE. 1/2000 
INVOICE* FAST.022 



am 

July 21, 2000 



AMO UNT 
20,000.00 




$20,000,00 



DUE UPON RECEIPT, 

PLEASE REMITTO ABOVE ADDRESS 



PHjK£ m. ■- 512 44B itm 



MONKB'riiedi;i, Irif: 



61 1 South Congress Avi 
Austin, Texas 7S704 
(5' 2)440-8000 



Invoice 



FastTrack Systems 
c/o Greg Emsr 
(650) 572-8800x18 
via fax: (650) 572-8838 



DATE: 
INVOICE #: 



6/28/2000 
FAST.021 



Credit afa-nsc deposi: #5 



.or-pT. ■'■ -26,667.00 



Tax Payer ID #74-2899535 



4 



FROH : ilDNKEVir 



7 2003 e2:26FM p3 



MONKB'niedia, Inc. 

611 south Congress Av,nu. 
fj Austin. Tex4S 78734 
■'■^ (512)443-8000 



Invoice 



FastTnack Systems 

(650) 572-8800 xl8 
via fax; (6S0) 572-8838 



OATE: 6/28/2000 
!K-VOICE#: FAST.020 



-DATE 

June 22, 2000 



DESCRIPTION AMQUhT 
Reimbursable Expenses from April 1-June 22, 2000 {see atcachecl 9,953,2S 



Tax Payer ID #74-2899535 



5 



Jul. 17 aaes b2:36pm 




6 



FROM : rWKE^ir 



PHONE hC^. : S12 440 li 



iV10N!<f:Ymcdia, Inc. 

f^rl A.sCM,Tex» 73704 
('jH'iiMn-iionn 



Invoice 



FastTrack S>'Stems 
c/o Greg Cinsc 
(650) S72-8800 x18 
«i fax: (650) 572-8838 



6/8/2000 
FAST.019 



DATE 

May 8 -June 2, 2000 



Pro-rata Monthly retainer 
Credit against deposit #5 



80,000,00 

-26,667,00 



Tax Payer ID #74-2899535 



8 



FastTrack Systems 

(650) 572-8800 x",8 
via fax: (650) 572-8838 

DATS: 5/S/2000 
INVOICE* FAST.018 

QMS. OeSCRl FTlON 
April 3 thru May S, 2000 Pro-rata n^onchl)' retainci' 

Credit against deposit #S 



AMOUNT 
80,000.00 
-26,667.00 



TOTAi. SS3,333.00 



DUE UPON RECEIPT, 

PLEASE REMITTO ABOVE ADDRESS 



Tax Payer 10*74-2899535 



. 31 mm BsasfiM p 



MONKEYmedIa, Inc. 

611 South Congress Avenue 



Invoice 



FassTrack Systems 
t./o Greg Ernst 
(650)572-8800x18 
«a fax: (650) 572-8838 



PATE 

March 31, 2000 



Reimbursable Expenses from January 1-March 31, 2000 (se 
atMcbed breakout) 



16.930.S: 



12 



mmmmmimmm 
j(i P^iiiiiiiiitiiiiiiiii 





siiiilisiiiiissiiiJiiisEiiiisiiliiii |t 



ii»l|IH»lljmi|i| 




iiiilsiiissiiisilEii 




15 



PHONE m. : S12 440 1950 



Mar. 31 2^9 £6: ISfifl P2 



iVlONKEYmedia, Inc. 



Invoice 



FastTrack Systems 
c/o Greg Ernst 
(6S0) S72-8800xlS 
via fax: (550)572-8838 



DATE: 
INVOICE * 



-3/31/2000 
FAST.OOIS 



Credit against deposit #4 
Credit against deposit #S 



39.000.00]^. 
80,000.03.'' " 

•13,000.00 ^ 

-26,667.00 j" 



ix Payer ID #74-2899535 



17 



Feb. 26 20m 06:02m P2 



MONKEYmsdia, Inc. 

, 611 South Congress Avenue 
/J Austin, Tsxas 7g704 
(SI 2)440-6000 



Invoice 



FastTrack Systems 
Acer: Greg tritt 

(650) 572-8800 x118 
Via fax: (6S0) S72-8S38 



DATE: 
INVOICE #: 



2/28/2000 
FAST.OBa 



January 1 , 2000 - Pro-rata monthly re 

February 15, 2000 



Tax Payer ID #74-2899535 



19 



PR»1 : rtJHKE^'mf;aia 



PHGME NO. ■- 512 44E ia?a 



MONKtYmedia, Inc. 



FasiTrack Systems 

c/o Michael Mischke-Resd 

via fax: 1/415/333-2975 

DATE: 2/9/2000 
INVOICE*; FAST.OIS 



MI£ PJiSCRiPiiOM AMSLM 

Febwa^S, 2000 Rerainer for Project Assignment #S 106,000.00 



2 /2.. i/oo 



Tax Payer ID #74-2899535 



20 



PHONE NO. : 512 440 1059 



Feb. 88 Xm G7;25P« P2 




MONKEYmedia. Inc. 

^SL J / {S12) 440-8000 



Invoice 



FastTrack Systems 

c/o Michael Mlschke-Reed 

via fax: l/41i/ JJ3.2975 



December 24, 1999 Design Analysis i 



Pa jius Trisnadi - 14S hours @%M% 
Mark Freeman - 1 83 hour s ® S 1 2S 
Eric Could -70 hours @S2 00 

SUBTOTAL 

Credit for Remain'mg Retainer Fee 




12/24/1999 
FAST.012 



H Payer ID #74-2899535 



23 



3 1999 06:4e(»1 p 



^ MONKFYmedia, Inc. 



FastTrack Systems 

c/o ^4lchael Mischke-Reed 

via fax; t/41S/333-297S 



DATE- 
INV01C E #■ 



12/22/1999 
FAST. Oil 



December 21, 1999 Reimbyrsable Expenses for SPEED 



TRAVEL 

1 2./09/99 Amenciii Airlines for Pulus Triinadi $598.59 

1 2/09/99 American Airlines fof Mark Freeman $S98.S9 

12/09/99 Avis ftenul $ 73,90 

1 2/09/99 Chevfon Cas $2.19 

1 2/09/99 Roy's Taxi $ 1 6. 00 

1 2/ 1 7/99 American Airlines for Eric Could $598.59 
$598,59 



12/17/99 America 
1 2/ 1 7/99 American Airlines fc 
1 2/1 7/99 Austin Bcrgstrom A 
12/1 7/99 Avis Rental 



■ Mark Fre( 



$598. S9 
$18,00 
$ 92.28 




sr ID #74-2899535 



24 



A.meTicanAlrlines ^ 



.AUSTIN 



33SJC3 



GOULD^EHIC 



AUSTIN 
■K^fi]J> O SAN JOSE 
; AA S fl.MeRie^li.,AiRLINii5,., 



,„XF 6.00 
4.50 546.98 
US 41.02 

USD 598.50 „ 



1 DDI 2126<«3<=i65t> A 



;heck-in 



' AmericanAirltnca 



" Amerjcan Airlines 
tVisnadi/paijlus 



« « tlZ*<ii«65?.„.,„,„,, 

, ..,„..,<„i<TMMOirei74,0.V99 

■i;SU,SNAOI/PAULllS ._,. .HRIlV.q.P/'SiH.^^RZ^P SI . AUSTIN 

AUSTIN AA 1B81 K 09DEC700A OK <. , 

flS^bMSSE. CA XTr\..cjj> o sam jose 

FP TS«iiIK558832900000<*5821HO/01«006374>« ^FCAUS ^ 
JC273.i»9 AA AUs273.'i9KRZ6a 5ii6.9a END ZPAUSSJC ) 
.S3SJC3 

' '6.00 „..,„„. 
V.sa 5<i6.98 ,. „.„ 



, 0214972453 3| 



J AA IftRllC J3 



L 001 21Z64366S2 6 



-"AmericanAirlines 



AssLMtLR ':cKf r .WD Bjccict cuFCK AmeHc anAirlines 

^ g^nY •<*'""" »<«..«■»"--«•• MS!«T'rr''ww« 

"i:."2* , „.,(;.(l6;U.,,.. . PBSEMAH/HAIK 

^ _ ,.,,„ XTHMOUfeiTNijV?? .,. ..... 

fHEMflN/MflRH .„,. RRiiv.Q.R4K.«RaW AUSTIN 

AUSTIN AA 1881 K 09DEC700A OK „ 

«lsflU.riflS.I. " XT^^^Cl.P 0 SAN JOSE CA 

_ lRtK558832900000'«58SIHO/'01«00637'i>« ^FCAUS / 
JC273.<«9 AA AUSaTS.ASKRatD 5<«6.9a END ZPAUSSJC ) 



'lf|o- 5<(6.98 sssf" ■•"«•=•«—'•■«>• 

r.zp ''^!so 02H972450 0 I i ool zizsis^idsi s 



icHECK-IN REI^UIHED 



i.j51ji...S:^26'i3465i 3 



25 



FROn : I •■! 



1S0283966 6016295 U 
TRISKADI.P 

Ull- P6A61T hUQ- L30;238 
CV CM54ni76248613549 

FTN# AD39Ci{366 3A 
OUT SJC O90EC99/O9O2 HI^13401 
IN SJC 09DEC99/1709 MM34/3 



ROY'S TAXi, INC. 



CASH RECEIPT 
CAB # DATEJj^. 

PARE ijklk 



482-0000 



Wc try hardei-' 
TRANSACTION RECORD 



•we APPREGATE YOUR BUSINESS 



8 HR9 19.67- 
DY9 59.00- 
HIHIHyH CHARGE " 
DISCOUST .0 . 
ONE KAY FEE/MISC" 



Re»U{S«lf { 



**VEH UCEtiSE Ft£$1.08/OV 
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American Airline* ^^^^ Vff^^J^^i^i^^'^'^ Ai|?||panAjrljnes 

lJ2 ,. . .T,pOiX,. , GOULO/ERIC 

i(TMM0l)'3.l7N'«Wt» „ 

^j l B W ^ifa i lB , SQK.flPp4(t.;tR26.!) „., AUSTIK 

AUSTIM AA 1881 K 17DEC700A OK ,, 

FP TBMitBA«i2715e2'i960325(.7»09/02»756119>. /PCAUS AA S AMfrtlftPM, 
JCaTS-ftS AA AUS273.09KR26Q 3<(6.98 END ZPAUSSJC > 
S33JC3 

^XF 6. BO 

:|.l|fO ^ S46.M „ ..... ,^-„,„.....„. 

' ' us 'il. 02 I 



"AmericanAirlines 



.ftisfNtiCH 1 ick:; »m BAooAQt tuLCK .„ - Amc ncan Airlin 

ETKT ■ " ' ' .wi^jjts" f;," 

. „. 2i26«i3'i639....,:, , 

.i(VMM0US1.7NflV!ft „ 

™, -- .S.t-K.0_W''»*UKZ6P ' „„. „ 6.6 AUSriN 

l^USTIN AA 1981 S 17DEC700A OK 

mm^Am. cA 



"XTM^.C.4,C U SAN JOSE CA 



PP TBMi<BA<i271382ei96O32S<i7«09/'02«750119>i /FCAUS AA s j^j^glt^^H,, A^JttlM^S., .- 
je273.<i9 AA AUS273.*9KR26D 5«i6.9B CNC ZPAUSSJC XPAU AA I&RIK ^^BBBSAife 

twECK-lN RCaUIRED 

'-^iis 6. BO „.„-.....,»-,-,,..• I— 

us <i 1.02 I I .., 

.IZP ^.50 021^973'^96 3 I l OOl 212t<13';«9 O I I..piyi„..gi.?6ft3^i639 0 



'-■AmcficanAirlines g.^^^.^. ti^*f,'!"'J;?/;"-™?'^^^ AmcricanAm^^^^ 

" Cb0;i?,;: FRCEMAN.'MARK 

..„„.„ .^„., ;i<TMMOUS17K0V99 , 

, SCIfSftS/jSi^l^KRZI^JJ AUSTIN 

Justin aA iaSi K 17uEe700A OK 

9:^m^-^Sm.. "^XTM.p^.C O si AN JOSE CA 

PP TBM>tBA<i27l3ezei96032SH7»09/02it75Q119it /FCAU3 AA S AliERICAK-.A^RLIN^S . 
JC273.<)9 AA AUS273.<t9KR26D 546.98 END ZPAUSSJC XFAU AA lAAlK - T BiiwTtilii i 

»a«ac3 \ \ j 

™XP *-00 REqurSEG | 

^m .546.98 °"" "** 

„.jEP <i.50 a2H>9T3'<93 01 1 DO! 2126^34638 6 I T^.^V.^izeM^isiB 6 
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512 -iAO 1250 



Dec. 23 19M 06: 42AM P? 



1 V # Mr> We try harder" 
TRANSACTION RECORD 



1603*10R6 604O871 W 

aOULO.ERlC ^ . ^ 

NIZ- EQ5WT A«0- L307238 

OUT SJC 170EC99/0856 MI-lSBSfi 
IN sac 170EC99/161S MM3?67 
111 HIS .35- 

7 am 19.6?- 

[1YI9 59,00- 
HINIHUH CHARGE - S9.00 
OISCOUST .0 - 
0N£ WAY PEE/HISC- 
FUIL SES^ICE - 25.25 
TAXABLE SU8T0T - 84.25 



AUSTIN raCSTRW 
Ertir.t.oa Oatu : 08/02 



m Shi't: W7S SEOi 14550 
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^ MONKtYmedia, Int. 

n South Congress Av^nut 
(S! 2^ 440-8000 



Invoice 



FastTrack Systems 

c/o Michael Mischke-fteed 

via fax. 1/413/333-2973 



12/ 10/ "999 
FAST.OlO 



December 10, 1 999 Rttainei for Project Assignmen 



AMQ-UNT 
52,000.00 



K Payer (D #74-2S99S3S 



30 




31 



ov c'"( sa IP: lap 

FRm : i-tWKEVmedia 



lischke Keed& 



415-333 Hf!75 



PHSSC : 512 440 5050 



J^Jfrn. MONKfcYmedia, Inc. 



Invoice 



FastTraek SysMms 

c/o Mkbaei Mlsc(ike-R«<l 

wa fax: 1/41Sy3S}.297S 



DATE: 
jNvOiCt *; 



11/24/1999 
FAST.OOB 



Sept. 22 -Nov 19, 1999 




idi ■ 247 hfturs»$12S 
in - 24-* hows* H3S 
! hour @ J200 
Eric Gould ^ 148 hours 8' $200 

Credit Against R*tajn#r Fee 



31,078-00 \ 
30,373,00 
400 00 
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PI-OC NJ. : 512 449 1053 



MONKFVVnedia, Inc. 



cio Michael Misehke-Reed 
via fax; 1/41S/333-297S 



DATE; 



November 24, 1999 Reimbursable Expenses for SPEED 



TRAVEL 



1 l/nj/q? Amer 


can Airlin 


es for Eric Could 


$S98 59 


n/02/99 Am« 






$598.59 


n/02/99 Ame 


ican Alfli 


es for Mark Fre«m»n 


$598 59 


11/2/99 Austin 


Bcrgstra 


Tr Airport Parkmg 


$6.00 


11/16/99 Ame 




tsfaf Eric Could 


$598 S9 


It/1 6/99 Ame 




es for Pauius Tfisnadi 


$59S.S9 


11/16/99 Ame 






$598.59 


11/9/99 Au«ir 


Bergstro 


r, Airport Parkmg 


$3.00 


11/16/99 Hera 


Rantal 




$ 86.76 


11/16/99 Ausi 


n Sergscrom Afrpori: Parking 


$ 18,00 




DUE UPON RECEIPT, 

PLEASE REMiTTO ABOVE ADDRESS 



Tax Payer ID #74-2899535 
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-AmericanAirlines 



' ■ ■ " A m e r i c a n A i r i i n es 



fRfsWbr/-PAui.us 

AUSTIN 



C6VI '1"''"' fSf 'SNABl^PftULUS 

_WETLZE^Aft "KR2'6t( "' 6'S AUSTIN 

AA iSSl K 02NOVSO0A 6k' ' ' °" 

> ' "VTM cic 6' gAN JOSE 



tt> TBH>»rKfi58632ao0019102«<*10.'01" 
■JC273.i!9 Aft AU5a73.<i9ICR26D 

}'S3SJC3 

6.00 
^;us"d S'ii.98 

"us <il,OZ I"' 

liP 1.50 02UC'tl 693 5 1 1 01 



^HECK-IN required'" 



. 210J136ii25 3 



-AmericanAirlines 



Me'¥LZE/'#S"'KiiMD" 6^ 
AA i'ssi K b'ancvB'ooA OK ",7,;"' 



BMliIK55flB32000Q19ia24»lll/'aHia52<i21 
JC273.'i9 AA AU3r73.49KR26D S<i6.98 END 
S3SJC3 

"us <il.02 I " 



!lD1136i.2<4 2 



• AmcricanAirlijies 

" AUSTIN 

6" SAM JOSE CA 



i:Hi'CK-IN REQUIP 



""AmericanAirlines ^-j^-^ 



■iuJsTlN 

JC273.'i9 AA AU3273.'t9KR26D Siit 
S3SJC3 

li'SD 5*6.98 

41.02 I 
A. SO 021''OA168T 6 1 1 



Ill36ii23 



01 2101136IH23 1 



- ■ * ArncricanAij;lin 

FRfe'ert^'N/MARK 
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21649/21'!? AnlMiMilAHlmis 

f-l. EGHT COUPON^ 1'* 9 

oiNOwSH Jsi'e^i'is' ~ I'js _ 

ira'^TSg /fij^lN . G(?ULD/EBIC 

'GpiiLo/Enic ' ,.„,,_IIZS2ffiZI^Zj«„L.^^„„,.fi. „ ,^ 

! AUSTIN A* 1881 K 16N0V OeBAOK ZlAud ^ AUSTIN 

. .,...,....„. f"" ""^ ^fflj ^.„„ « — 

gBiji'?<«a!tM9/2iKC97)nii ' 86121 aaaziiM """"^ ftv*^J»»i '^KOV see A 

730A 

CHECK- IN REQUIRED 

M 546.99 ""'"7 K'iSM«n*»l)8«8«5B2/je|t 3I».S^^ T^t"!!^- ..^ 

us 41.82 "IJ'I^m'l . 



21649/2169 
FLIGHT COUrON tm 2 
Ba5'ov99 JsTSVs US 

ii' , fR'iSNADr/P*ULUS 

f SeeAOK i ,„ AUSTIN 



pnet'iiAN/ltAfiK 



\ "Mss£»ffi£RiicxEr»io»Aisa(iccices 2164972167 4 AnteMOGIlMMMtB 

^ KLIGHT COUPON !» ^2 9 

*wMMMM9HlnMS e4N0V99 Inis^ 

'^['I^St'in'"*'"^ I'aA 18ei~K""lSv"B8BAl:^K" 1 "■ "AuBTlM 
; ;Sl.,»J>K,JO.tiL — ^.A AMERICAN 
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FROn : r.DNKEV,«Qia 



Oc-.. 21 1939 04:lBPM P3 



MONKEYrru'dia, inr. 

AyKin,T,„5 76704 
ll^y (S 1 2 ) 440-8000 



Invoice 



FasiTrack Systems 

c/o Michael Mischke-Reed 

via fax; 1/415/333-2975 



DATE; 
INVOICE #: 



10/13/1999 
PAST.007 



P#TE DESCRIPT ION 

October 13, 1999 Reimbursable Expenses for SPEED 

TRAVEL 

10/4/99 American Airlines for Eric Could 
1 0/4/99 Amecican Airlines for Paylus Trisnadi 
10/4/99 American Airlines for Mark Freeman 
10/4/99 Avis Rental 

10/4/99 Austin aergscorm Airport Parking 
MEALS 

10/4/99 Austin Bergscorrr Airport 

10/4/99 Ca-npus Cafe (EC & MMR) 

1 0/4/99 Ca^-npus Cafe (FT & MF) 

10/1 1/99 El Sol Y La Luna (Lunch vifith CBC) 

10/1 1/99 The Bitter End (Dinner with CBC) 



$804.81 
$a04_81 
$804.81 
$64.95 
$18.00 



$5.86 
112.23 
$15.92 
$42,26 



Tax Payer ID #74-2899S35 
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FKDM : 1jM<EYraetiia 



PHONE NO. : 512 440 1050 



MONKFYmediaJi 



(312)440-8000 



Invoice 



c/o Michael Misehke-Reed 
via fax: 1/41 S/333-2975 



DATE: 
iNVOtCE #: 



9/22/1999 
FASr.006 



DATE fiESCEfflTON 

September 21 , 1999 Site &Sponsor Demo's (Clio & Paim) 

Donald McCaskill - 1 1 hours ff SI 2S 
Mark Freeman - 32.5 hours # $125 
PaulusTri5nadi-88.5 Hours© $125 



1,37.100 
4,062.50 
11,062.50 



Tax Payer ID #74-2899535 



42 



:1BPM F 



" AmericanAirlines 



American Ai rl i nes ^^^^ r^^i«.^XSSSS^ « 

_ RP'oXjCT. TRISNADI/PAULUS 

JJSt,gSD/m.,M26 ,^ _ .J&Sl,^.^ AUSTIN 

A 1361 H OiiOCTSODA OK 

■'"'°XfM[''c?P b SAN JOSE 



_TRisNADI/P AULlfP 
' .AUSTIN 
OSAN^OgE. 



FP TBM«EA'4Z71382'!;S>603a5'i7«09y99K950757>« ^FCAUS AA S AMjERIC/iN ATRLrNES 
JCi566.67H26 AA ALIS272 . 22WR261) 738.89 END ZPAUS2.25S AA XsHh O^QCXeiliA 
JC2.25 XFAWSJS^iC? , [ 

CHECH-IN REQUIHEd' 

P 6.00 

73«.«f «». -«» 

S I «. I 

„_p _ft,,saJ21 1785480 ' 



L 001 2106730153 4 



"'AmericanAirlines 



AmericanAirlines 



DANCE 
3ENIED 
SCEIVE 



2100730156^ 
' 'irs' " ' COoTi™"^ PREEHAN/MARK 

FREEMAN/MARK " J. Xffljgsp/ffA Ha'5 ' *3 AUSTIN 

'MSiri K A a" 1881 Ki'O'iOCTSOOA OK 

9Id!idPM. CA ''''xfi>l'J]92c D SAN JOSE 

FP TBMi»BA4Z7i382'^L96 032547«D9/99j<950757» 
sfC<t66.67H26 AA AUS272 . 2£WR36n 738.S9 ENI 
JC2.25 XFAUS3SJC5 



USD 738.89 
]"0S 55. (iZ 

USD QLPi;ffiL.);„,,,.,..... 



!01 ?iaO730I5<4 5 



1 



'"AmericanAiriines 



■ " AmericanA|r!me 



PAssEWffl mm »w iiaoAM check 

5 ft-0.Ocf800A OK ,,,, 

FrTrM«BAi.2713e2^960325^7«09/99«'i47S33« /FCAUS AA S ^^^.^^JS^S. 

JWI" 67H26 AA AUS272.22WR260 738.89 END ZPAtJS2.25S aA_ 1891^ O.WCTBO 

JC2.25 XFAUS3SJC3 : UicK-IN REOUIRE 



OSd 738.89 

'"us 55.<»2 I 

'"ZP 021 1 96356 6 I 

iTsdC|M.l^>_1:.,,,.. ■ 



001 21007X5392 & 



■1 tfdi si-ewis^s: 
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FCDH : MCNKEVmedia 



CS DNE SERVICES IMC. 
=iaTT*S EL fiftNCH,: 

I fag 1 Potataes 3.;0 

TttaX PaiiJ...,., 5 .S£j 
CH-lSSe TIP O.SO 
427 : 362494032547 09/02 

ffiCVIDINS Kf!E AND CQMRT 
"0 FiOrLE ASAY PRO?! HCKE 



r number iss ai60 



05B Oct. 21 1999 6M:19PM P5 

We try harder' 
TRANSACTION RECORD 



78674780? &04397J Vi 
aOULO.ERIC 

«I2- EQ628T L307238 
CV CX4Z7138E496032647 

oyi sac 04ocT99/io« «i- nn 

m sat 04flCTS9M633-MI- 9345 
7i HIS .35" 

6 HRi 19.67'= 
OYS 59.00- 
MINIMUM CHARGE - 69.00 
jrSCOUNT .0 - 

QUE WAY FEE/MISC- 
FUEL SERVICC 
TAXABLE SUBTOT ' 



«ISIIN MSTRW 

rHiERNAiitm lamm 

Card fleceunt « : 427t3ffi486032647 
CM-d Ewiii-atiah D»t« : 08/02 
Cm-t) fyu* : ViS» 
fluthorizatlun Co* : mm 
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: 512 448 1B50 



Austin, li 7870 



C»F«S CAFE 

zm thwrn mm 



. lis ;:««■ t»l»iM|,-?j 

. »i-a3as4; mmmmn 

IB*- ?K SALE 
■ C«iW£UlSA 

AT* i;K 21 1397 



7:382494032547 Exps 



"rz: 



i ^SStE re WilCC'IOTfe fflCM 

mam m¥sm i? mn vmrnx 



45 



Hue l** 89 lD:gHa h, Hi^chk- p««h. 

FfSlI : tO*EYi«aifl P«»€ MO- : 512 4« 1050 Ht^s- !J IW JB 



MONKLYniedia, Inc. 

"ji^^ lILfrCw'sTo'.*'''"" Invoice 

^ (512)440-8000 



c/o Michael Mischkt-R«ed 
via fax: 1/4t5/333-297S 



Aujusj T 1 , -\m9 Vaaem, inc. C'l 

Shipping 



OATt 8/1. 
INVOICE*^ FAST.OOS 



er ID»74.2899S35 



47 



■J^^ ri:T:ir4Tor"" invoice 



512)440.8!: 



DATE 8/1 1/1999 

INVOICE*. FAST.004 



1 , 1 999 Retainer for Q4 1 999 Design and Pfoduwion l=ees 



52,000.00 



AL 152,000-00 



DUE UPOH REC€(PT, 

PLEASE REMIT TO ABOVE ADDRESS 
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flug Oil 3H in:I8;i n, nisr;hkp Rped-s 

<^R3I1 : r.ONKEYmedia puat MD. : 512 440 1858 



jj l^ MOK'KLYmedia, Inc 



{S12)'l40-8000 



FastTraek 

c/o Michael Mischke-Reed 
via fax; 1/41S/333-297S 



8/5/1999 
FAST. 001 



S M ik Sponosf Oemo's Phase 2** 
Paulus Tr.snatSi ■ 89 hrs # $1 75 
Al>ce Clark -20 hrsi»SI75 
MarkFreemid- 11 hrs#i12S 
Eric Gould - 1 2 hrs @ $200 



2.500.00 
I,37S.OO 
2,400.00 



Tra.lFmdcr Demo's (WebTV 8. Palm) 



4,750.00 
3.S00.00 
2,400.00 



Tax Pa>.erlD#74.2899SJ5 



50 



12! DBp 



Manuela Mlschke Reeds 41S-333 2875 



MONKE?/media, Ire. 



FastTraek 

c/o Michael Misehke-Raed 
VM fax- 1/415/333-2575 



FAST,OI 



COURTESY DISCOUNT 
DISCOUNT TOTAL 



t» Payer ID#74-28993S 
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mm: 6/7/1 ssf 



mmmr for F«tTr« 



TOTAL SS, 000.00 



CJUE upon ftECBPT, PIEASE R£MiTTO 
ABOVE ADDRESS 
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Application No. 09/584,936 



Atty Docket No. FSTK 1000-0 



EXHIBIT O TO SECOND DECLARATION OF INVENTOR 
MICHAEL MISCHKE-REEDS 
UNDER 37 C.F.R. §1.131(b) 

CONCEPT FIVE PROPOSAL, 
AUGUST 1999 



{00082340.DOC } 
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Application No. 09/584,936 



Atty Docket No. FSTK 1000-0 



EXHIBIT P TO SECOND DECLARATION OF INVENTOR 
MICHAEL MISCHKE-REEDS 
UNDER 37 C.F.R. §1.131(b) 

CONCEPT FIVE MILESTONES REVIEWS SUMMARY, 
SEPTEMBER 1999 - DECEMBER 1999 



{00082340.DOC } 



Fast Track Phase 1 Milestones Reviews Summary 



Week ID Task 


Start 


Finish 


Week of September 19 






9 Draft Review of Conceptual Model v.0.2 


09/24/99 


09/24/99 


Week of September 26 






10 Review of Conceptual Model v.0.2 


10/04/99 


10/04/99 


169 Weekly Progress Reviews 2 


10/05/99 


10/05/99 


44 Review of Site Rl Implementation Strategy 


10/06/99 


10/06/99 


27 Review First Tier COTS 


10/08/99 


10/08/99 


33 Review of Site Rl Tech Architecture v.0.2 


10/08/99 


10/08/99 


34 Review Project Application of S-AIM 


10/08/99 


10/08/99 


Week of October 10 






20 Review of Security Policy v.0.5 w/ FastTrack 


10/12/99 


10/12/99 


170 Weekly Progress Reviews 3 


10/12/99 


10/12/99 


14 Review of Conceptual Model v.0.5 


10/15/99 


10/15/99 


Week of October 17 






171 Weekly Progress Reviews 4 


10/19/99 


10/19/99 


178 C5 Presentation to FastTrack Management 


10/19/99 


10/19/99 


179 Working Sessions with EON/Protege Team 


10/20/99 


10/20/99 


Week of October 24 






180 Sponsor Kickoff Meeting: C5, Monkey Media, CBC 


10/25/99 


10/25/99 


87 Review of Spon Rl Tech Architecture v.0.2 


10/26/99 


10/26/99 


97 Review of Spon Rl Implementation Strategy 


10/26/99 


10/26/99 


155 Review 2nd Tier COTS 


10/26/99 


10/26/99 


172 Weekly Progress Reviews 5 


10/26/99 


10/26/99 


23 Review of Security Policy v. 1.0 w/ FDA 


10/27/99 


10/27/99 


52 Review of Site Rl Analysis Model v.0.5 


10/29/99 


10/29/99 


Week of October 31 






37 Review of Site Rl Tech Architecture v.0.5 


11/01/99 


11/01/99 


148 Review of Skeletal Alternatives and Metric Types 


11/01/99 


11/01/99 


154 Review EON Architecture Strategy 


11/01/99 


11/01/99 


173 Weekly Progress Reviews 6 


11/02/99 


11/02/99 


62 Review of Site Rl Platform Deliverables 


11/05/99 


11/05/99 


Week of November 7 






48 Demonstration of Site Rl Prototype 


11/09/99 


11/09/99 


174 Weekly Progress Reviews 7 


11/09/99 


11/09/99 


90 Review of Spon Rl Tech Architecture v.0.5 


11/10/99 


11/10/99 


105 Review of Spon Rl Analysis Model v.0.5 


11/10/99 


11/10/99 


Week of November 14 






17 Review of Conceptual Model v.1.0 


11/15/99 


11/15/99 


65 Review of Site Rl Implementation Plan 


11/15/99 


11/15/99 


40 Review of Site Rl Physical Architecture v.1.0 


11/16/99 


11/16/99 


175 Weekly Progress Reviews 8 


11/16/99 


11/16/99 


Week of November 21 






55 Review of Site Rl Analysis Model v.1.0 


11/22/99 


11/22/99 


137 Review of Rev 2 Analysis Model v.0.5 
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Scenario One: Prepping for Patient Visit. 



Anne Brown is the Clinical Coordinator at a small regional clinic. On Monday morning Anne checks 
the FTS calendar on her Dashboard. 

*0n the calendar/schedule screen, a reminder shows up, alerting her to the fact that Jane Doh has clinic 
visit #6 scheduled on Thursday. 

*She checks with the Front Desk (FD) to confirm the visit. 

*She goes to the Task Management screen of her dashboard for a list of the tasks to be performed 
during the visit and the roles associated with each task. 

*In addition to seeing the tasks to be completed during the visit, she sees a list of tasks that must be 
completed before visit #7 (such as chest X-ray) and for visit #7 (e.g.: to see if MD or PI is available). 
After reviewing the list and making any necessary changes, Anne clicks [OK] to approve the list. She 
then prints out a paper version of the checklist for the FD. Alternatively, clicking [OK] creates an 
electronic version that is downloadable to the Fast Track HandHeld (HH) unit. 

{ 

For paper version of task list: 

The FD takes this task form on the day of Visit #6 and acts accordingly. The completed task form is 
put into a bin and later faxed to FTS. FTS updates the Anne's Clinical Coordinator Dashboard with an 
e-mail which says either: 1) yesterday's visit was okay or; 2) Patient PT123, Visit #6 did not collect in- 
depth neurological exam (or other incomplete data). 

When Anne checks the CC Dashboard on Tuesday morning, a flag from FTS alerts her to the 
discrepancy. Accordingly, she schedules visit 6A. 

} 

For the HH version of the task list: 

When Anne clicks [OK], she populates a task list that is downloadable to the HH. 

Two possible models here: 1 user: 1 HH: Many patients, OR 1 HH: 1 Patient: Many Users (this latter 

model being more preferable and probably more palatable to those with any technophobe proclivities). 

Under the IHH model: 

The HH is velcroed or otherwise attached to the patient clipboard or chart. The Chart is placed at the 
MA's station. 

*The Med Assist checks HH, does his assigned tasks, clicks [Done] or otherwise signs off HH is 
reattached to the clipboard and passed on, to the MD. 

*MD is read-only. She reviews tasks, clicks [Done] or otherwise signs off and passes 
HH and clipboard on to RN. 

*RN acts accordingly, in the manner of MA and MD, and passes on to FD. 
*FD reviews, HH passed on, tasks for next visit annotated. 

At the end of the visit, the Checked off task list is uploaded to FTS and, as in the case of the paper 
version, FTS either signals all is okay or sends a flag to the clinical coordinator. 



Scenario Two: The Clinical Coordinator 

Clinical coordinator Silas Marner arrives at a large university medical center on Tuesday morning, 
grabs his coffee and logs on to his Dashboard. 

Immediately after log on, an alert from FTS shows up on the screen: "10/1 1/99 — Patient PT789 
did not give blood sample." He notes this and schedules a visit for Patient PT789 as soon as 
possible with the FD. 

Additionally, he sees in the reminder window that Inventory Control needs investigation: the 
number of lab kits for study 11 23 5 is critically low. 

A third reminder notifies him that Patient PT456 on study X is due for a 6-month follow-up visit on 
Thursday and needs a reminder phone call. 

After acting accordingly, Silas consults the dashboard to: 

1 . review/add to/modify the task/to-do list 

2. check on IRB approval of study LZ4 

3. Silas also sees that he should place ads in the local radio market to attract more patients for study 
LZ7. 

Later in the day, Silas uses the dashboard to drill into certain items: 

- He investigates study set-up (a list of accruing studies and the accrual status). 

- He also prepares for next week's patient visits 

- He checks the calendar and confirms with the FDS. 

- Finally, he reviews Task List reminders to make sure everything is in order for the business of the 
day. 



Scenario Three: Enrolling in a Study 



Clinical coordinator Emily Morrison receives a phone call from a Trial Sponsor asking if the clinic is 
interested in an anti-emetic trial. When Emily indicates an interest, the Sponsor follows up with a fax. 

Emily and a PI run an accrual simulation to determine the feasibility of enrolling in the study. An 
examination of the clinic's resources reveals that the study is viable. After budgeting, the clinic's PI 
okays the study and a contract is signed. The clinic opens a file for study 9NZGL. 

Emily consults the study general info, which includes input fields for sponsor name, clinical manager 
name, relevant phone numbers, study names, accrual target, and information about the IRB. She also 
consults a checklist of tasks that must be performed prior to patient enrollment. She uses this checklist 
to determine the status (submitted, pending, or approved) of Informed Consent Forms, IRB approval, 
the receipt of the protocol and binders, . . . , and receipt of the IRB approval letter. 

When she checks off that the tasks are done, the dashboard logs the appropriate information and 
uploads it to FTS. 



After this process is completed, Emily runs the QuickScreener to find patients and checks with the MD 
to contact them. An eligibility checklist is also disseminated to MD's and care providers via the HH. 
CRF's, drugs, and lab kits will also be signed off once enough patients are accrued. 
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The FastTrack architecture is designed to provide reUable, high-security business 
services in two key areas: Trials Network and Intelhgent Hub. The Trials Network 
is a scalable network of clinical trials connecting sponsors, sites, and patients, 
managing trial authoring and execution using an Intelligent Clinical Protocol 
engine, and providing non-obtrusive data integration and collection. Central to the 
Trials Network is ICP-enabled hosting on the FastTrack data center of key services 
for sponsors and sites. The Intelligent Hub provides adaptor-based integration of 
sponsor and CRO applications, in addition to supporting the Trials Network 
integration requirements. 

The Trials Network and Intelligent Hub are built on a common architecture, the 
Core Application Framework. The Core Application Framework provides the 
following underlying application functionality: session management, security, 
presentation management, events and notification, and synchronization services. 
The Trials Network and Intelligent Hub also utilize the Common Enterprise 
Services to execute shared data exchange, patient confidentiality, and member 
registry services. The data generated, exchanged, and presented by the Trials 
Network and the Intelligent Hub is securely stored in the Data Repository. The 
distinct databases sets in the Data Repository are accessed through a Data Access 
Manager. 
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The Intelligent Hub provides adaptor-based integration of sponsor and CRO 
applications, in addition to supporting the Trials Network integration requirements. 
An open standards-based data integration platform, the Intelligent Hub provides 
sponsors and CROs with adapters to integrate their applications and securely share 
or exchange the data from these applications. The Hub also offers sponsors the 
ability to easily integrate prototype applications and test them with data provided by 
the hub. Once integrated, sponsors' applications can use the Hub for data 
interchange, translation, and processing. 



The Intelligent Hub is built on a suite of core capabilities such as security, 
controlled medical terminology (CMT) translation services, and HL7 messaging. 
These services allow FastTrack to integrate multiple data sources in a secure, 
efficient manner. Architecturally, the Intelligent Hub provides adapters and 
integration kits as mechanisms for customized interfacing of the sponsors' 
applications. The execution of the data exchange is based on a publish-and 
subscribe model. 



4 




The Trials Network is a scalable network of clinical trials connecting sponsors, 
sites, and patients, managing trial authoring and execution using an Intelligent 
Clinical Protocol engine, and providing non-obtrusive data integration and 
collection. Central to the Trials Network is ICP-enabled hosting on the FastTrack 
data center of key services for sponsors and sites. The Trials Network offers ICP- 
based trial design tools, a protocol is designed, optimized, and tested before "going 
live" in the production environment. Sites are notified of new trials in the 
FastTrack system and make use of trial set-up tools to check for eligible patients, 
create a budget, collect trial data, and track activities such as contract negotiation 
and IRB approval. Once sites are enrolling patients, the sites make use of tools for 
accrual and task management, while sponsors have access to up-to-the minute status 
reports. 



The Trials Network is a collection of trials where each trial and its lifecycle is 
maintained by a Trial Framework. Each Trial's framework is a uniquely 
instantiated "Virtual Machine" providing trials with lifecycle management and data 
isolation. The Trial Executive for each Trial provides run-time monitoring of trial 
results, and the primary communication agent for the trial in the network. Each 
trial's instantiated framework provides the context for the execution of the trial 
services for sponsors and sites. Because trials share a common business object 
model, it allows for compatibility across versions of a trial and comparison across 
trials. 
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The FastTrack architecture is designed to provide reUable, high-security business 
services in two key areas: Trials Network and Intelhgent Hub. The Trials Network 
is a scalable network of clinical trials connecting sponsors, sites, and patients, 
managing trial authoring and execution using an Intelligent Clinical Protocol 
engine, and providing non-obtrusive data integration and collection. Central to the 
Trials Network is ICP-enabled hosting on the FastTrack data center of key services 
for sponsors and sites. The Intelligent Hub provides adaptor-based integration of 
sponsor and CRO applications, in addition to supporting the Trials Network 
integration requirements. 

The Trials Network and Intelligent Hub are built on a common architecture, the 
Core Application Framework. The Core Application Framework provides the 
following underlying application functionality: session management, security, 
presentation management, events and notification, and synchronization services. 
The Trials Network and Intelligent Hub also utilize the Common Enterprise 
Services to execute shared data exchange, patient confidentiality, and member 
registry services. The data generated, exchanged, and presented by the Trials 
Network and the Intelligent Hub is securely stored in the Data Repository. The 
distinct databases sets in the Data Repository are accessed through a Data Access 
Manager. 




The Intelligent Hub provides adaptor-based integration of sponsor and CRO 
applications, in addition to supporting the Trials Network integration requirements. 
An open standards-based data integration platform, the Intelligent Hub provides 
sponsors and CROs with adapters to integrate their applications and securely share 
or exchange the data from these applications. The Hub also offers sponsors the 
ability to easily integrate prototype applications and test them with data provided by 
the hub. Once integrated, sponsors' applications can use the Hub for data 
interchange, translation, and processing. 



The Intelligent Hub is built on a suite of core capabilities such as security, 
controlled medical terminology (CMT) translation services, and HL7 messaging. 
These services allow FastTrack to integrate multiple data sources in a secure, 
efficient manner. Architecturally, the Intelligent Hub provides adapters and 
integration kits as mechanisms for customized interfacing of the sponsors' 
applications. The execution of the data exchange is based on a publish-and 
subscribe model. 
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The Intelligent Hub provides adaptor-based integration of sponsor and CRO 
applications, in addition to supporting the Trials Network integration requirements. 
An open standards-based data integration platform, the Intelligent Hub provides 
sponsors and CROs with adapters to integrate their applications and securely share 
or exchange the data from these applications. The Hub also offers sponsors the 
ability to easily integrate prototype applications and test them with data provided by 
the hub. Once integrated, sponsors' applications can use the Hub for data 
interchange, translation, and processing. 

The Intelligent Hub is built on a suite of core capabilities such as security, 
controlled medical terminology (CMT) translation services, and HL7 messaging. 
These services allow FastTrack to integrate multiple data sources in a secure, 
efficient manner. Architecturally, the Intelligent Hub provides adapters and 
integration kits as mechanisms for customized interfacing of the sponsors' 
applications. The execution of the data exchange is based on a publish-and 
subscribe model. 




The Trials Network is a scalable network of clinical trials connecting sponsors, 
sites, and patients, managing trial authoring and execution using an Intelligent 
Clinical Protocol engine, and providing non-obtrusive data integration and 
collection. Central to the Trials Network is ICP-enabled hosting on the FastTrack 
data center of key services for sponsors and sites. The Trials Network offers ICP- 
based trial design tools, a protocol is designed, optimized, and tested before "going 
live" in the production environment. Sites are notified of new trials in the 
FastTrack system and make use of trial set-up tools to check for eligible patients, 
create a budget, collect trial data, and track activities such as contract negotiation 
and IRB approval. Once sites are enrolling patients, the sites make use of tools for 
accrual and task management, while sponsors have access to up-to-the minute status 
reports. 



The Trials Network is a collection of trials where each trial and its lifecycle is 
maintained by a Trial Framework. Each Trial's framework is a uniquely 
instantiated "Virtual Machine" providing trials with lifecycle management and data 
isolation. The Trial Executive for each Trial provides run-time monitoring of trial 
results, and the primary communication agent for the trial in the network. Each 
trial's instantiated framework provides the context for the execution of the trial 
services for sponsors and sites. Because trials share a common business object 
model, it allows for compatibility across versions of a trial and comparison across 
trials. 
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The Core Application Framework provides a common, open standards-based architectural framework on which FastTrack 
applications are built. These applications include the Trials Network and the Intelligent Hub today. This Core Application 
Framework is built on adopted industry standard APIs and presents an integrated higher level interface on which FastTrack 
business solutions are developed. 

The FastTrack Core Application Framework is based on the Java 2 Platform, Enterprise Edition (J2EE) and CORBA 2.0. 
Using products that support these standards is allowing FastTrack to base its applications on a scalable component 
architecture. 

The FastTrack Application Framework offers the following features for its applications: 
Presentation Management 

The Presentation Management Framework offers services for Web Server API support, and Web page generation and 
caching. These services are based on Java Server Pages (JSP) in the J2EE specification. The JSP templates in the 
FastTrack framework provide presentation and UI features and integrate with the business components to deliver the look- 
and-feel to FastTrack trial service pages as well as Personal Digital Assistants (PDAs). More complex UI functionality in 
FastTrack applications is built using Java Application frameworks that are part of the Presentation Management Framework. 
Components and Containers 

FastTrack is using the Enterprise Java Bean component standard as the underlying mechanisms for its component 
framework. EJB containers in this framework provide a run-time environment for the beans. EJB servers provide a run- 
time environment for the containers in this framework. The FastTrack framework defines the types of containers, session 
beans, and entity beans that compose its applications' architectural foimdations. The component framework also offers 
integration with the Presentation Management framework, allowing FastTrack JSPs and Java Applications to use the 
business service components. 

FastTrack application sessions represent business processes in its Application Framework. These business processes are 
implemented using a collection of EJB stateful and stateless session beans. 
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The FastTrack Application Framework offers the following features for its applications (cont.): 
Transaction Management 

The Transaction Management framework is built on the Java Transaction API (JTA) which uses the Java Transaction 
Service (JTS). This framework provides a simple programming model for transactions within the context of Object 
Transaction Services (OTS). It also offers object level integrity and caching, transparent thread-safety based on 
transactional context, business object integration with OTS and XA resource managers. 
Persistence 

Based on the EJB persistence model, FastTrack's persistence framework uses JDBC for its database operations. This 
model allows FastTrack's application framework to offer connection management and pooling, transparency from 
application programmers within the context of OTS transactions, transactional redundant updates, and an integration 
point between business components and persistence. 
Naming & Directory 

FastTrack uses the Java Naming and Directory Interface (JNDI) to look up distributed components across its 
applications. While JNDI offers FastTrack components a uniform way to access directory services, the FastTrack 
directory services are based on LDAP servers. 
Application Management 

FastTrack's Application Framework depends on its underlying Application Server - BEA's WebLogic Enterprise - to 
offer application management services. These services include dynamic load balancing of server clusters, automatic 
server failover, transparent instrumentation of business components (handled by Java Management Extension API), 
state/session management and recovery, data caching, and integration with commercial network management protocols. 
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This technical architecture supports the FastTrack Trials network and the participating sponsors, sites, and FastTrack 
Service Center employees. 



Deployment Characteristics 

• 24x7 Availability. 

• Must be scalable and fault tolerant. 

• Software is deployed from the Source Repository via Symantec Enterprise. 

• Database Schema are deployed from ERAVIN. 

• Database content (such as new form templates) is deployed via Oracle's database synchronization process. 



Hardware/ OS 
Service Center 

• 4 500 MHz Compaq 1850R's w/1 GB RAM 

• 2 Sun Ultra 2s w/25 6 MB RAM 

• 4 Sun Enterprise 220R's w/1 GB RAM 

• 2 Cisco Systems Local Directors 
Clinical Sites 

• 1 or more NT desktops 

• 1 or more Palm IIIx PDAs 
Sponsor Sites 

• 1 or more NT Workstations 



Applications 
Service Center 

• AvantGo Enterprise Server 

• WebLogic Application Server 

• Oracle Standard 

• Microsoft BackOffice (for Fax Service post R1.5) 

• TELEforms Forms Server (post R1.5) 

• System Management Server 

• Workflow Server 

• Firewall 
Clinical Sites 

• AvantGo Client on each PDA and desktop 

• MobileLink on each PDA and desktop 

• Web Browser on each desktop 

• Palm Emulator on each desktop 
Sponsor Sites 

• Web Browser 



Security Policy & Objectives 




Authentication - Verification of the identity of a user, device, or other entity in a computer system during the login attempt. The login 
process will use encrypted Userid, password and a one-time-password for the accessing Fasttrack system. All login attempts, 
successful or failed, are logged for future audits. All logins including internal and external are required to authenticated through a 
Authentication Server 

Access Control - The security mechanism that prevents the unauthorized access from external computer systems. Every external 
system accessing Fasttrack via the Internet will have an assigned IP address. The security mechanism will only allow access from 
approved IP addresses. 

A firewall is the type of security mechanism that controls access from external systems. 

Integrity - System integrity is a quality that a system has when it performs its intended function in an unimpaired manner, free from 
deliberate or inadvertent unauthorized manipulation. 

Database integrity is maintained by using transaction logs, database replication and audit trails. The Database will be backed on a 
regular schedule with tapes rotating offsite weekly and onsite tapes stored in fire proof safe. 

Database modifications will be verified after update procedure is completed with incorrect data rolled back immediately. The 
transaction log will be used roll back updates if failure is detected. 

Privacy - Privacy of the data is of extreme importance. The privacy of the data and of any patient data will be ensured by using 
encryption from the Clinical sites to the database at Fasttrack. The data stored in the database is encrypted and password protected. 
The database administrator will only directly access the database. All other users and application will use defined queries and views 
which will limit access to the data. 

Accountability (Logging and Auditing) - The ability to trace a user's actions back to a transaction enabling a user to be held 
responsible for his/her actions. All activity from user logins to computer access will be logged for future auditing. All database 
modifications will be logged in a transaction log for auditing and data restores. 

Account and System Management - System management server will be used to monitor all components of the Fasttrack system. One 
or more administrators will be chosen to manage and monitor the Fasttrack system. 
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